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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	24 August 2021

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



	Time
	Item of business

	11.30am
	Welcome

	11.45am
	Confirmation of minutes of meeting of 27 July 2021

	12.00pm
	New applications (see over for details)

	12.00-12.25pm
12.25-12.50pm
12.50-1.15pm
1.15-1.40pm
1.40-1.55pm
1.55-2.20pm
2.20-2.45pm
2.45-3.10pm
3.10-3.35pm
3.35-3.50pm
3.50-4.15pm
4.15-4.40pm
4.40-5.05pm
5.05-5.30pm
	 i 21/CEN/202 Helen D/Patries
  ii 21/CEN/215 Sandy/Julie
  iii 21/CEN/203 Helen W/Peter
  iv 21/CEN/205 Cordelia/Patries
Break (15)
  v 21/CEN/211 Helen D/Julie
  vi 21/CEN/212 Sandy/Peter
  vii 21/CEN/207 Helen W/Patries
  viii 21/CEN/208 Cordelia/Julie
Break (15)
  ix 21/CEN/216 Helen D/Peter
  x 21/CEN/217 Sandy/Patries
  xi 21/CEN/218 Helen W/Julie
  xii 21/CEN/219 Cordelia/Peter

	5.30pm
	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.


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 27 July 2021 were confirmed.





New applications 


	 1  
	Ethics ref:  
	21/CEN/202 
	 

	 
	Title: 
	ALG-020572-401: A Study of ALG-020572 in Healthy Volunteers and Patients with Chronic Hepatitis B 
	 

	 
	Principal Investigator: 
	Prof. Edward Gane 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	05 August 2021 
	 


 
Edward 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. This first in human study will investigate the effects of a new drug (ALG-020572) in healthy participants (Part 1) and participants with chronic Hepatitis B (Part 2). There will be 64 participants, 4 of which will be Asian. The purpose of this study is to: 
a. evaluate safety and tolerability of the study drug, following multiple doses
b. evaluate how much of the dose and how quickly the study drub is absorbed into the blood, and then broken down or eliminated from the body (pharmacokinetics)  
c. evaluate the antiviral activity of the study drug. 


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 why the Asian ethnicity has been singled out as a recruitment group for this study. The researcher clarified that given the population with Hepatitis B is largely Asian, the researchers want to specifically ensure the trial drug is viable in the Asian population compared to other ethnicity groups. 
3. The Committee queried how participants will be recruited and from where. The researcher stated that healthy participants (part one) will be recruited in New Zealand only. Whereas participants with Hepatitis B (part two), are more difficult and therefore the recruitment net will be thrown wider to include sites in Asia Pacific. 

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Part 1 PIS/CF
4. Please remove the following statement from the Healthy Volunteers (Part 1) PIS/CF, “Your condition may get better, but it could stay the same or even get worse…” 
5. Please reformat pages 4-6 to reduce the white space before/after the table showing visit details.
6. As women of child-bearing potential will be excluded from the study, please remove the term “myself” from the following consent item “I understand that there may be risks associated with the treatment in the event myself or my partner becoming pregnant.” (page 18).
Part 2 PIS/CF
7. Please add to the beginning of the document, how often the treatment will be given, i.e. twice a week (page 4). 
8. Please fill in the blanks of missing information through the document (e.g. site information).
9. Page 9 states to refrain from significant alcohol consumption. Please include a guide for alcohol intake to clarify what is considered significant. 
10. Please clarify what is meant by ‘usual doctor’ and be consistent with the language used throughout the document (i.e. state GP or specialist) on page 16.
11. As women of child-bearing potential will be excluded from the study, please remove the term “myself” from the following consent item “I understand that there may be risks associated with the treatment in the event myself or my partner becoming pregnant.” (page 21).

Decision 

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



	 2  
	Ethics ref:  
	21/CEN/215 
	 

	 
	Title: 
	COSI-2 
	 

	 
	Principal Investigator: 
	Dr Arun Nair 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	05 August 2021 
	 


 
Arun Nair 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 evaluate the effect of topical coconut oil versus standard skin care, starting on the first day of life and until discharge from the neonatal unit, on the incidence of late-onset sepsis in extremely preterm infants (<28 weeks). A cluster-randomised, two-arm, parallel, multicentre, phase 3 clinical trial.

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 the researcher’s clarification that parents will be able to apply the treatment (coconut oil) as soon as the baby is stable enough after birth. 

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 the researcher’s confirmation that coconut oil treatment is off label (unapproved) and is not used as standard of care in New Zealand. 
4. The Committee stated that it is not possible for an HDEC to approve an application unless it is consistent with New Zealand law. The researcher intends to enrol parents and their babies in the study without consent but allow parents to withdraw their babies (opt-out). However, under the Code of Health and Disability Services Consumer Rights, right 7(1),  informed (opt-in) consent must be gained from the parent before the parent and baby can be enrolled in the research, including informing parents that the treatment is “off label” and explaining what that means. It advised that as opt-out consent does not meet the legal requirements of prospective informed consent, the following is required:  
a. Please ensure the enrolment processes meet legal requirements in New Zealand (e.g. Right 7(1) and 7(4) of the of the Code of Health and Disability Services Consumers’ Rights).
b. Please provide an addendum to the protocol detailing the New Zealand specific enrolment/consenting processes.
c. Please develop a participant information sheet and consent form (PIS/CF) for the parents using the HDEC’s PIS/CF template available on the HDEC website.
5. The Committee advised that relevant Māori cultural issues for this research (application question p.4.2) would include the potential for whakamā in participants (when completing the questionnaires) and information as a taonga. The Committee requested the researcher becomes familiar with these concepts and be mindful of this for future applications. (National Ethical Standards for Health and Disability Research and Quality Improvement, section 3, particularly para 3.3).
6. [bookmark: _Hlk35429098]The Committee noted that formal Māori consultation is required for this study and therefore application question p.4.2 has been answered incorrectly. The Committee requested the researcher is mindful of this for future applications. The researcher clarified that the formal consultation process has been started. 
7. The Committee suggested emailing the updated study documentation to HDECs Secretariat prior to resubmitting it in the online portal. The Secretariat will arrange a preliminary (offline) review with a lead reviewer to ensure the documentation is correct. 

Decision 

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

8. Please address all outstanding ethical issues, providing the information requested by the Committee.
9. 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).
10. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).

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




	 3  
	Ethics ref:  
	21/CEN/203 
	 

	 
	Title: 
	TRAS-GB Trial  
	 

	 
	Principal Investigator: 
	Dr Swee Tan 
	 

	 
	Sponsor: 
	Gillies McIndoe Research Institute (GMRI) 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Swee Tan, David Young and Ruth Watson-Black 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. to evaluate the effectiveness of a trial treatment for participants with glioblastoma alongside their standard treatment. Standard treatment for glioblastoma consists of maximal safe surgery to de-bulk the tumour, followed by radiotherapy and chemotherapy. A phase 2, open label, follow up study with a total of 75 New Zealand participants. 

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 the researcher’s clarification that the study treatment is given simultaneously to standard treatment and the study visits are in addition to the standard treatment visits. It queried if participants will be reimbursed for travel costs. The researcher advised that currently there is no budget for travel. He advised that they intend to raise funds for this purpose (as they did for phase 1), however this cannot be guaranteed. He added that several visits will be done virtually to reduce the number of hospital trips participants will need to make. 
3. The Committee queried how participants are referred. The researcher advised that while participants can be referred by GPs, the referral pathway is more likely to be via the participant’s oncologist or neurosurgeon. 
4. The Committee noted that if the participants wish to continue the treatment after the study, they will have to pay it, and queried how affordable it is. The researcher responded that the cost of treatment is reasonably affordable as these drugs can be prescribed by GPs (under section 19) and can therefore still be co-funded. He further clarified that the cost of prescriptions is $5 per item up until the patient and their family exceeds 20 prescriptions when it becomes free of charge. 
5. The Committee noted that the questionnaires ask about anxiety and depression and queried how quickly the questionnaire results will be reviewed and what actions will be taken if a participant’s response indicates they are at-risk. The researcher advised that as the participants are under routine care of their specialist oncology team, their (mental) wellbeing is being monitored and managed on a regular basis and any mental health issues will be quickly picked up and managed by them. He added that the research team will refer anyone exhibiting symptoms of depression to their primary care (oncologist) team and GP. 

Summary of outstanding ethical issues

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

6. The Committee advised that participants are not likely to remember side effects that are verbally relayed to them and recommended appending the full list of side effects to the participant information sheet and consent form (PIS/CF). The risk section can include only the most common side effects and reference the appendix for the detailed list. 
7. The Committee requested the supply of a data management plan for the lifecycle of the study to ensure the safety and integrity of participant data. This may either be incorporated into the protocol or a separate plan, but it must be study-specific and comply with National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a. For guidance, please see the Data Management Plan template available on the HDEC website. Please ensure the template is modified to appropriately reflect the data management requirements of this study.

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

8. The Committee advised that the PIS/CFs are confusing when referring to the blood samples as it is not clear what is mandatory for the study and what is optional for future research. Please explain the study specific samples that will be taken in the Main PIS/CF only and separate out the optional future research samples into the Tissue Bank PIS/CF. 
9. There is reference to ‘Ethical Committee’ approval throughout the documents, however HDECs only approve the ethical aspects of the study. Please, therefore, include the following statement in the PIS/CFs, “This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Central HDEC approved this study.”
10. Please review the 'What happens to my information section' of HDEC’s PIS/CF template and incorporate relevant components into the PIS/CFs. This section should align to the information in your data management plan. Please ensure the risk of data / confidentiality breach, access to identifiable and de-identified data, samples/data going overseas, and future uses of tissue are addressed. 
11. Please add the following statement to the Main PIS/CF, “You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected”. 
12. Please include a cultural tissue statement in the PIS/CFs (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.6). The following statement is recommended as a guide: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
13. Please clearly explain that expenses incurred by the participant in the study will not be reimbursed. 
14. Please replace the advocacy details with the HDEC approved details from the HDEC’s PIS/CF template.
15. Please replace the ACC statement with the HDEC approved statement from the HDEC’s PIS/CF template.
16. Please ensure that anything listed in the consent form is explained in the body of the information sheet (e.g. samples being sent overseas, pregnancy, etc.).
17. Please include more information on the Radiographic Records & Clinical Photography PIS/CF that explains what is being photographed, how the researchers will ensure the photographs will not identify the participant, and what they will be used for, etc. If this photography is for the main study, this information and consent could be transferred to the Main PIS/CF as an optional item.  

Decision 

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

18. Please address all outstanding ethical issues, providing the information requested by the Committee.
19. 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 Mrs Helen Walker and Dr Peter Gallagher.




	 4  
	Ethics ref:  
	21/CEN/205 
	 

	 
	Title: 
	exciteBCI rehabilitation: Determining optimal dose 
	 

	 
	Principal Investigator: 
	Prof Denise Taylor 
	 

	 
	Sponsor: 
	Auckland University of Technology 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Denise Taylor 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 trials a new rehabilitation technique, exciteBCI, for post-stroke recovery that combines two components, Brain Computer Interface (BCI) rehabilitation (neuromodulation) and high intensity task-specific exercise training. A total of between 6 and 15 New Zealand participants. 

Summary of resolved ethical issues 

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

2. The Committee advised that referring to the protocol when answering the application questions makes it difficult to review for the HDECs. For future applications, please provide standalone answers to the questions in the application form in easy-to-understand language.
3. The Committee noted that there is a potential for the exciteBCI rehabilitation to be integrated into a commercial medical device which may benefit the researchers financially, however no conflicts were declared in the application form. Please advise how this conflict will be managed. The researcher clarified that she and the other people involved in the development of the device are one step removed from participants; they have engaged independent assessors and recruiters to undertake the participant facing activities.  
4. The Committee advised that the application (question p.4.3.1) talks about Māori consultation undertaken for the previous study but does not indicate it will be ongoing for this study. The researcher clarified that consultation has been undertaken which included consulting with Bobby Jo Wilson and the Matauranga Māori Consultation Committee. 
5. [bookmark: _Hlk81568134]The Committee noted that these participants may have trouble reading and asked how they will be supported during the consenting process. The researcher advised that they, and their family members, will be supported by clinical staff who are experienced in communicating with people with neurological disorders. 

Summary of outstanding ethical issues

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

6. The Committee noted that the questionnaires ask about anxiety and depression and asked how quickly the questionnaire results will be reviewed and what actions will be taken if responses indicate mental distress. The researcher advised that the responses to questionnaires are reviewed within a week and they would follow the normal clinical care process which is to notify the participants GP should any issues arise. The Committee requested this safety plan is included in the protocol and advised to participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, section 3, particularly para 11.48). 

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

7. Please make it clear there will be questions about mental health in the questionnaire, and what will happen in the event the participant’s responses indicate they are at-risk.
8. Please add the following statement to the PIS/CF, ‘You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected’. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  
9. Please review the 'What happens to my information section' of HDEC’s PIS/CF template and incorporate relevant components into the PIS/CF. This section should align to the information in your data management plan. 
10. Please update the wording in the statement on page 6 to make it clearer that receiving study results is optional, e.g. “At the conclusion of the study, a summary of the study’s findings can be sent to you if you wish.”
11. Please replace the word ‘produced’ with ‘reported’ in the following statement on page 6, “However, once the findings have been produced, removal of your data will not be possible.”
12. As informing the participant’s GP of study involvement is optional, please add yes/no tick boxes to the consent form. 
13. Please ensure the point of view used (second person) is consistent all the way through the document (e.g. say “with your permission, we will contact your GP” instead of “their GP”).
14. Please add a statement that cultural values, such as tapu of the head, will be respected. 
15. Please add information about HDEC audits to the consent form and the body of the information sheet. For guidance on wording, please see the HDEC’s PIS/CF template. 

Decision 

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

16. Please address all outstanding ethical issues, providing the information requested by the Committee.
17. 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).
18. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).

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

	 5  
	Ethics ref:  
	21/CEN/211 
	 

	 
	Title: 
	Faecal microbiome transfer (FMT) to improve gut issues in autism 
	 

	 
	Principal Investigator: 
	Prof Wayne S Cutfield 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Wayne Cutfield, Brooke Wilson, Karen Sue Wan Leong, and Justin O’Sullivan 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 study will test whether a ‘gut microbiome transfer’ from physically healthy non-autistic donors into young autistic people with gut problems can improve their gut health and general well-being. A randomised, double-blind, placebo-controlled study to evaluate the efficacy of oral encapsulated faecal microbiota transplantation (FMT).

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 if the autistic recipients would have the capacity to swallow the required number of capsules. The researcher advised that they have consulted extensively with autistic advocacy groups who advised that this should not be a problem for autistic participants. 
3. The Committee noted the researcher’s confirmation that donors on the contraceptive pill are not excluded from the study. 
4. The Committee queried why parents’ highest level of education is relevant for recipients, noting it is not included in the donor questionnaire. The researcher stated that having a measure of socio-economic status is important for the researchers to understand how this status impacts a recipient’s response to treatment. He added that when looking at metabolic health and wellbeing more widely, maternal education level is a significant influencer on outcomes. 
5. The Committee advised the researcher that relevant Māori cultural issues for this research would also include the potential for whakamā (shame/embarrassment) in young participants (application question p.4.2) especially when answering the mental health questions. The researcher advised that training will be provided to those engaging with these participants on how to ask these types of questions and mitigate feelings of whakamā.



Summary of outstanding ethical issues

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

6. The Committee noted that the questionnaires ask about depression and suicide and asked how quickly the questionnaire results will be reviewed and what actions will be taken if responses indicate mental distress. The researcher advised that the responses to questionnaires are reviewed immediately upon completion and should any mental health issues arise, they would refer the participant to a clinical psychologist contact they have who specialises in autism and anorexia as well as notify the participants specialist and/or GP. The Committee requested this safety plan is included in the protocol and advised to participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, section 3, particularly para 11.48). 

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

1. Please remove the unnecessary yes/no ticks from the consent form and only include the ones that are truly optional.
3. Please remove “other than water” from the following statement on page 5, “2 hours after swallowing all 10 capsules, you can eat solid food and have drinks other than water again”.
4. Please correct the ‘If/In’ typo on page 7, “If the unlikely event…”
5. Please amend the following sentence for readability, “The treatment we offer in this study is not being tested as a “treatment” for autism, but as a treatment for gut issues associated with autism and improve well-being.” E.g. change to either ‘to improve well-being or ‘improved well-being’.
6. Please add the following to the right to access information statement in the PIS/CFs, ‘You also have the right to request that any information you disagree with is corrected’.  
7. Please move the cultural tissue statement from the future research section to the main body of the ‘What will happen to my health samples/data’ section. 
8. Please make it clear there will be questions about mental health in the questionnaire, and what will happen in the event their responses indicate they are at-risk.
9. Please add information about regulatory authorities auditing the study to the body of the information sheet. For guidance on wording, please see the HDEC’s PIS/CF template. 
10. Please include the number of participants involved in the study. 

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· 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
· please update the study protocol, taking into account the feedback provided by the Committee.


	
 6  
	Ethics ref:  
	21/CEN/212 
	 

	 
	Title: 
	Gut Bugs for Anorexia Nervosa 
	 

	 
	Principal Investigator: 
	Professor Justin O'Sullivan 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Wayne Cutfield, Brooke Wilson, Karen Sue Wan Leong, and Justin O’Sullivan 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 test whether a ‘gut microbiome transfer’ from physically healthy donors into young people with anorexia nervosa can improve their gut health and general well-being. A randomised, double-blind, placebo-controlled study to evaluate the efficacy of oral encapsulated faecal microbiota transplantation (FMT).

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 how the researchers will be sure the recipients have taken the pills once they have returned home. The researcher clarified that a study nurse will visit the recipients to witness the taking of pills and that no adverse events occur afterwards. 
3. The Committee advised the researcher that relevant Māori cultural issues for this research would also include the potential for whakamā (shame/embarrassment) in young participants (application question p.4.2) especially with this participant group. The researcher advised that training will be provided to those engaging with these participants on how to ask these types of questions to mitigate feelings of whakamā.
4. The Committee queried at what point in their illness experience will the recipients be recruited. The researcher confirmed that to be enrolled in this study, participants must be recovering and stable medically with a weight within 16-25. 

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 noted that the questionnaires ask about depression and mental health issues and asked how quickly the questionnaire results will be reviewed and what actions will be taken if responses indicate mental distress. The researcher advised that the responses to questionnaires are reviewed immediately upon completion and should any mental health issues arise, they would refer the participant to a clinical psychologist contact they have who specialises in autism and anorexia as well as notify the participants GP. The Committee requested this safety plan is included in the protocol and advised to participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, section 3, particularly para 11.48).
6. The Committee queried how donors will be recruited. The researchers advised that they advertise but only enrol the best quality donors in terms of and wellbeing and therefore the screening process is thorough with approximately 10% making the grade. The Committee requested the advertising material is provided to HDEC for review prior to being used and can be submitted with the updated application documentation or as an amendment to the application via the post-approval pathway. 

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

7. Please remove the unnecessary yes/no ticks from the consent form and only include the ones that are truly optional.
8. Please add the following to the right to access information statement in the PIS/CFs, ‘You also have the right to request that any information you disagree with is corrected’. 
9. Please move the cultural tissue statement from the future research section to the main body of the ‘What will happen to my health samples/data’ section. 
10. Please make it clear there will be questions about mental health in the questionnaire, and what will happen in the event their responses indicate they are at-risk.
11. Please add information about regulatory authorities auditing the study to the body of the information sheet. For guidance on wording, please see the HDEC’s PIS/CF template. 
12. Please include the number of participants involved in the study. 

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· 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
· please update the study protocol, taking into account the feedback provided by the Committee.

 

	 7  
	Ethics ref:  
	21/CEN/207 
	 

	 
	Title: 
	EVERGREEN 
	 

	 
	Principal Investigator: 
	Dr Simon Carson 
	 

	 
	Sponsor: 
	IQVIA RDS Pty Limited 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr 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 multicenter, randomized, double-blind, placebo-controlled Phase 3 confirmatory efficacy study for an investigational RSV vaccine in participants aged 60 years and older.
Summary of resolved ethical issues 

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

2. The researcher clarified the recruitment process, and outlined that sites have their own databases of people in the targeted age bracket interested in research, as well as recruiting from the community using advertising, or General Practitioners (GPs) and rest homes providing information about the study and passing on study information to interested people.
3. The Committee asked how the researchers can verify the correct person has signed consent if it is done electronically. The researcher responded that there are electronic signatures that can be captured with IT security measures in place.
4. The Committee noted that if pregnancy occurs, the pregnancy-related participant information sheets must come through as an amendment to ensure they are fit for purpose and are not approved as part of this application.

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 noted that if a caregiver is not an active participant and is only helping the participant with aspects of the study, they do not require a PIS as they are not providing any information to the study. 
6. The Committee noted that information about compensation for participation needs to be provided to ensure there is no inducement. 
7. The Committee noted the use of mental health questionnaires asking questions on depression. The Committee queried how long after they are completed by a participant is it collated, and results revealed. The researcher stated that it is completed electronically and is sent to the central study portal quickly. The Committee stated that there is no mention of the use of this questionnaire in the participant information sheet, and no mention of a safety plan if any red flags are raised (such as acting on any information you may receive). 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 
Main PIS/CF
8. On page 1, please amend the typo “this document is 23 ptiages long”
9. On page 9, please amend  “while the medical professional is still at our preferred location” for clarity. 
10. On page 11, “Follow-up information regarding the outcome of the pregnancy and any postnatal sequelae (effects after birth) in the infant will be required upon consent of the participant.” should read “consent of any parent/guardian”   
11. On page 12/13, it wasn’t clear which of the tests were part of the main study and which was Future Unspecified Research (FUR), as wording from the FUR PIS was used. Please make it clear testing is done part of the main study.      
12. On page 13, please amend “or from developing severe symptoms of RSV “ to include “in the future”
13. On page 13, please correct “Scientific research also involves genetic testing. “ to “Some scientific research also involves genetic testing”. Further, please outline if this is testing for particular genes, etc. 
14. On page 14, please amend “including adult participants other ages”
15. On page 14, please review the paragraph “Safety information from vaccines similar to the Ad26/protein PreF RSV Vaccine…” and simplify. 
16. On page 15, you say “A summary of the research may be available to you from your study doctor”. This should be an option available to the participant. 
17. At the top of page 16, please remove “Decisions made in the commercial interests of the Sponsor or by local regulatory/health authorities” as this cannot be done in New Zealand. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.37)
18. Page 19, “In addition, Janssen-Cilag (New Zealand) Ltd will retain Your Coded Data for time periods as allowed per applicable laws for the identified use”. You need to quote the relevant New Zealand law, or remove if there is none. 
19. On page 20, please correct the statement “All research in New Zealand involving humans is reviewed by an independent group of people called a Health and Disability Ethics Committee (HDEC).” to state “Most health and disability research” as not all research is reviewed by HDEC. 
20. On page 20, in the information about Māori consultation and data sovereignty, the Committee requested the inclusion of a cultural tissue statement to the PIS. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”. Please also address the taonga of knowledge. For further guidance, please refer to our website which directs to additional resources.

FUR PIS/CF
21. Please make it clear what kind of testing could be done, including genomic. 

Decision 

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

22. Please address all outstanding ethical issues, providing the information requested by the Committee.
23. 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 Mrs Helen Walker and Dr Patries Herst.




	 8  
	Ethics ref:  
	21/CEN/208 
	 

	 
	Title: 
	HYPERION - A Phase 3 Study of Sotatercept in Newly DiagnosedIntermediate- and High-risk PAH Patients 
	 

	 
	Principal Investigator: 
	Henry Gallagher 
	 

	 
	Sponsor: 
	PPD - acting as local sponsor 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr Henry Gallagher and Christine Tuffery 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 Phase 3, randomised, double-blind, placebo-controlled study to evaluate sotatercept when added to background Pulmonary Arterial Hypertension (PAH) therapy in newly diagnosed intermediate- and high-risk PAH patients.

Summary of resolved ethical issues 

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

2. The researcher confirmed that there is capacity to unblind a participant if needed to for an emergency.
3. The Committee noted that P.4.1 of the application form seeks to know how Māori may benefit specifically. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. for any future applications.


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 queried what would happen in the event of an Alert Level change due to the participants needing to do visits every 3 weeks. The researcher confirmed as they are receiving medication, there are procedures around this in place already and participants are still required to come in, but there will be extra precautions. The Committee requested that more information on this is provided in the information sheet, including what would result in a home visit.
5. Please amend the error in the brochure that states “Each eligible participant will be randomly assigned in a 1:1 ratio to a treatment group to take either sotatercept of placebo*" 
6. The Committee confirmed with the researcher that use of questionnaires that ask questions about depression and anxiety are promptly checked for any red flags. The Committee requested that the Participant Information Sheet (PIS) state that if any concerns arise, the plan of action the researchers will take. 

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

7. Home Health Care form is not submitted but is mentioned in the participant information sheet. If this is not an option at the moment, please take this out or mention there may be this opportunity. The same for the long-term follow-up study. Please ensure the form is submitted if it becomes an option as an amendment. 
8. As its not a concrete option at this stage to join a long-term follow-up study, please keep references to this general. 
9. Note that only ethical aspects of the study are approved by HDEC. Also ensure “EC” is put in full
10. Remove dummy drug term, please use a different term such as “pretend drug that looks like the study drug”
11. On page 5 it says “you may not be required to return to the site for the study.” Please use definitive language such as “will not” 
12. As within 6 months is recent, please amend to state “Diagnosed within the last six months”
13. On page 8 it says reports will not be given to you or your study doctor. The Committee expect some kind of summary to be given to participants at the end of research. Amend.  
14. Page 13 states that they won’t be paid and if they occur any additional expenses, these may not be reimbursed outside of normal visits. The Committee expect to have travel costs for study participation to be reimbursed. 
15.  There is mention of a travel consent form, please remove. 
16. Please make it clear whether you mean GP or normal consultant at the hospital, or both for “usual doctor” 
17. There are numerous statements in brackets that are missing information, i.e sponsor name, list of notifiable diseases. Please review and insert information where it is missing, and remove brackets that are not required.
18. On page 17, the statement “The law requires us to document any side-effects you suffer” does not indicate what law, if any, this relates to. Please amend or remove. 
19. Under who is funding the study “you or your healthcare payer will still have to pay for your regular costs”. This seems to be an American-context statement with private insurance, please amend for New Zealand context. Same with “billed for co-payer” 
20. Last point in the CF says “if you agree, your COVID information” as opposed to “I agree” to be consistent with the previous points. Please amend. 
21. “If you are interested in Travel Assistance Program, you will be given an additional Travel Assistance Program Informed Consent Form to review and sign”. This consent has not been provided. Please remove.
22. In the CF, “I agree to use Clincierge for reimbursement of my travel arrangements and expenses” - insufficient information has been provided for the participant to consent to this and states it would have its separate CF (that has not been submitted). Please clarify these. 
23. CF statement “I agree to the storage of my unused samples for future research use” is a new concept and should not be agreed to in this PIS. A separate PIS for FUR is already included, please take this out of this main PIS as this is separately consented. 
24. On page 7, the statement "To protect your identity, researchers approved to use the samples for future research will only receive the identification code that is attached to your sample” has no context and should only be discussed in the FUR PIS or explained further. 
25. Different fonts are used in the PIS. 
Decision 


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

26. Please address all outstanding ethical issues, providing the information requested by the Committee.
27. 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 Dr Cordelia Thomas and Ms Julie Jones
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	Ethics ref:  
	21/CEN/216 
	 

	 
	Title: 
	A Study to Investigate the Clinical Effectiveness and Safety of ARO-APOC3-2002 in Adults with Mixed Dyslipidemia 
	 

	 
	Principal Investigator: 
	Dr Joanna Wojciechowska 
	 

	 
	Sponsor: 
	IQVIA RDS Pty Limited 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr Joanna Wojciechowska and John Baker 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 randomised, double-blind, placebo controlled, phase 2b clinical study. The study includes approximately 320 participants across 35 centres globally. There will be 2 study treatments: 1 active (test formulation) and 1 placebo (reference formulation). 

Summary of resolved ethical issues 

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

2. The Committee confirmed with the researchers that those being approached for recruitment from a database have already consented to be contacted for future research.

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 that if staff are using full personal protective equipment (PPE) to attend to home visits, this may cause alarm to the neighbours who may see personnel in full PPE enter the participant’s home. This needs to be carefully managed as to not cause difficulties or potential stigmatization. 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 
Main PIS 
4. Page 11 states in underline if “you do not agree to the banking of samples….you can still take part by indicating this on the consent form”, but the consent form does not reference the banking of samples. As there is a separate consent for this anyway, update the statement.
5. In the CF, the statement I agree to my blood and urine samples being sent overseas is repeated.
6. On page 18 third paragraph from bottom “information collected about you” sentence about coded information may be used for other unanticipated medical research. This should state “with your consent.”


Future Unspecified Research PIS
7. Page 4 states a participant can have blood samples destroyed by contacting study doctor, but on page 3 under what happens to my samples it says no personal details that identify a participant are attached so as a result cannot return samples etc. They are contradictory, please reconcile for what is true.
8. States samples will be stored for up to 10 years but in CF it says for consent to be stored indefinitely. Please make sure which is correct. Also it must be at least 10 years.

Optional pharmacokinetic PIS
9. Heading what are the possible risks and disadvantages – states underneath that you may experience some, all or none, however fatal or even life threatening could occur. As this is only an additional blood draw, is it relevant to talk about fatal or even life threatening side effects. 
10. Says that samples will be sent to Keystone bioanalytical located in USA. Please be more specific about where in the USA these are being sent. 
11. Provide information about how long samples will be stored and when they will be destroyed.

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.
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	Ethics ref:  
	21/CEN/217 
	 

	 
	Title: 
	A dose escalation and expansion study of MT-5111 in patients with previously treated advanced HER2-positive solid tumours 
	 

	 
	Principal Investigator: 
	Dr Rajiv Kumar 
	 

	 
	Sponsor: 
	Molecular Templates, Inc. 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr Rajiv Kumar, Aine Tyson-Flynn, Janie Proctor and Thomas Strack 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 will be a Phase 1b, first in human, open-label, multicenter, dose escalation and expansion study of MT-5111 given as monotherapy in subjects with HER2-positive solid tumors.

Summary of resolved ethical issues 

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

2. The Committee confirmed there is no tissue banking and any samples that need to be stored are stored on site and not in a tissue bank.
3. The Committee noted that P.4.1 of the application form seeks to know how Māori may benefit specifically. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. (or equivalent questions) for any future applications. The Committee noted that the response to P.4.2. is good but did not acknowledge taking bloods which impact on cultural beliefs.

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 participant information sheet has a future research clause for unrelated future unspecified research. They noted that if researchers/Sponsor is wanting to use data for information to be used for future research, please ensure there is a separate bullet point (with a yes/no option if optional) for participants to indicate whether they are comfortable with that as people need to consent to their data being used for something other than the current study. If it is compulsory, then this needs to be made very clear. 
5. Since monitoring weight gain for safety purposes is required of participants, the Committee requested that the researcher provide access to scales if a participant does not have access to their own.



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

6. The Committee suggested the use of a simplified version of the protocol table to help map out the visits for participants, as well as some of the figures in simplified form. 
7. There is some repetition of information, please review and remove. 
8. On page 4, please express “you have to come into the clinic” in softer language such as “you will be asked to”
9. Please state that since you are testing for Aids and Hepatitis that these are notifiable diseases so a positive result will mean that information is passed on to a Medical Officer of Health. 
10. In the second to last bullet point on page 20, please clarify whether “usual doctor” means their hospital/specialist clinician or their GP. 

Decision 


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

11. Please address all outstanding ethical issues, providing the information requested by the Committee.
12. [bookmark: _Hlk35422715]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 Mrs Sandy Gill and Dr Patries Herst.
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	Ethics ref:  
	21/CEN/218 
	 

	 
	Title: 
	IMU-935 Double-Blind, Placebo-controlled, phase 1/1b Part C study in Psoriasis Patients 
	 

	 
	Principal Investigator: 
	Dr Dean Quinn 
	 

	 
	Sponsor: 
	Avance Clinical 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 



Dr Dean Quinn 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 double-blind, randomized, placebo-controlled study which is subdivided in 3 parts, Part A Part B  and Part C . This submission is for Part C only. This part of the study is designed to assess the safety and tolerability of IMU-935 when administered as a 28-day oral dose in psoriasis patients.

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 noted that the social media advert for Optimal should not include “research family” as this potentially oversells it. 


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

3. If the statement that Part B is underway is correct, this can remain. Otherwise, if Part B is not underway before recruitment starts, please amend. 
4. Under how is this study designed, please check use of tense. 
5. The word personal is used in many different contexts, please amend. 
6. On page 2, please provide an alternative explanation for keeping the data if someone withdraws or cite the correct law if any. 
7. Please change medical “advise” on page 9 to “advice”.
8. Please ensure payment amount is included in the PIS. 

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.
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	Ethics ref:  
	21/CEN/219 
	 

	 
	Title: 
	Evaluation of Dissociative Symptom Assessments 
	 

	 
	Principal Investigator: 
	Prof. Martin Dorahy 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
James McKie and Professor Martin Dorahy 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 current study aims to evaluate the clinical assessment of dissociative symptoms by clinicians. These symptoms include dissociative amnesia, feelings that the world and/or the self is not real, personality fragmentation (as seen in dissociative identity disorder). 

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 noted the involvement of case managers administering aspects of the study. The different roles in the study of the surveys and interviews are further not explained and different terms are used to refer to the same things interchangeably which caused further confusion. The researcher stated that information generated part of the research would go on participants’ records and may contribute to their treatment directly. The Committee stated its concern that the line between treatment and research is not clearly divided in participant-facing documentation and study documentation and procedures. There may be undue inducement for participation, and research and treatment is mixed in the current application. Participants are entitled to know the purpose of the research upfront, and information presented to participants should be consistent with the application form and other study documentation. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.3-7.8, 7.14b, 7.15-7.18, 11.6, 11.7d, 11.9, 11.23, & 11,24)
3. The Committee queried whether this type of data could be gathered by sending surveys to practitioners instead and asking them what questions they ask, gathering data from a non-vulnerable group of people. If those with dissociative identity disorder are to remain as the inclusive population, the Committee stated more measures around participant safety need to be in place and documented, as currently only Helpline numbers are offered to participants in documentation. If clinicians/case managers are administering this and are able to provide direct support, then the line between research and treatment needs to be made clearer again and participants should be informed of potential triggers to their involvement and what plans are in place to help manage that. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4-8.6, 8.9)
4. The Committee was unclear on the hypothesis and aims of the study, as well as how the study will work. They required more clarity around this in the re-applying to HDEC. 
5. The Committee stated that the protocol provided was quite minimal and required further detail as well as documenting the above detail requested by the Committee clearly National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.3, 9.7 & 9.8). The Committee further noted the peer review is minimal and suggested the researcher gets another independent peer reviewer to comment on the methodology and analysis to provide further assurance to the Committee around their concerns. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.25 - 9.31).  
6. The Committee noted that the $10 supermarket voucher was quite low and recommended the researchers think about reimbursing travel costs incurred for participation if possible. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20a, 11.21)
7. The Committee noted in the invitation letter that you cannot assure of complete confidentiality of their involvement but can assure them of every measure being made to ensure their information is being kept confidential. 
8. The Committee noted that the case managers are part of the research in some way, and they are not informed of their role and expectations for them as part of it. Please ensure they are given an information sheet for their involvement. 

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

9. The Committee noted there are missing sections of the participant information sheet in order to obtain fully informed consent. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. 
10. The PIS should contain all information that is consented to in the CF and remain consistent. 
11. Please use consistent first-person phrasing “you” not “the participant”
12. The Committee noted that HDEC only give approval for the Ethical aspects of the study. Please amend the statement that says the HDEC have “approved” this study to be more specific.
13. The Committee noted that the CF can be part of the PIS as a single document. 

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 recommended the researcher re-apply to the Central HDEC as they have reviewed this initial application and will have more context for the re-application. 
 

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:
	28 September 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.

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 5.40pm
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