	
	                  Minutes





	Committee:
	Northern B Health 

	Meeting date:
	05 July 2022

	Zoom details:
	965 0758 9841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2022 FULL 12858
	TLC 2716-CL-101: A Study to Evaluate Single and Multiple doses of TLC-2716 in Healthy Participants
	Prof. Ed Gane
	Mrs Kate O'Connor & Dr Devonie Waaka

	12.30-1.00pm
	2022 FULL 11462
	Fampridine in Bipolar Patients
	Professor Paul Glue
	Ms Alice McCarthy & Dr Kate Parker

	1.00-1.30pm
	2022 FULL 11460
	Lithium and Fampridine EEG
	Professor Paul Glue
	Ms Alice McCarthy & Dr Kate Parker

	2.00-2.30pm
	2022 FULL 12438
	BonE and Joint infections – Simplifying Treatment in children trial (BEST)
	Associate professor Tony Walls
	Mr Jonathan Darby & Dr Devonie Waaka

	2.30-3.00pm
	2022 FULL 12734
	Mānuka Honey for Digestive Health
	Dr Jody Miller
	Mrs Kate O'Connor & Mr Barry Taylor

	3.00-3.30pm
	2022 FULL 12471
	A Phase III randomised study to evaluate the efficacy and safety of olorofim versus AmBisome® for treatment of invasive aspergillosis (IA).
	Dr Olivia Bupha-Intr
	Mr Anthony Fallon & Dr Kate Parker

	3.30-4.00pm
	2022 FULL 13037
	P.I.R.A.T.E. Study
	Dr. Antoine Bonnet
	Mr Jonathan Darby & Dr Devonie Waaka



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical and Moral Reasoning)
	13 August 2021
	16 August 2024
	Present

	Mr Anthony Fallon 
	Lay (Consumer/Community perspectives) 
	13 August 2021 
	13 August 2024
	Present 

	Mrs Leesa Russell
	Non-Lay (Intervention/Observational Studies)
	13 August 2021
	16 August 2024
	Apologies

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	13 August 2021
	13 August 2024
	Present

	Mr Barry Taylor
	Non-Lay (Intervention/Observational Studies)
	13 August 2021
	16 August 2024
	Present

	Dr Devonie Waaka 
	Non-lay (Intervention studies) 
	18 July 2016 
	18 July 2019 
	Present 

	Dr Kate Parker 
	Non-lay (Observational studies) 
	11 February 2020 
	11 February 2023 
	Present 



Welcome
 
The Chair opened the meeting at 11.00am and welcomed Committee members, noting that apologies had been received from Mrs Leesa Russell.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Mr Anthony Fallon, Mr Jonathan Darby, Dr Devonie Waaka and Dr Kate Parker confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 7th June 2022 were confirmed.








New applications 

	1  
	Ethics ref:  
	2022 FULL 12858

	 
	Title: 
	A Phase 1 Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Single and Multiple Ascending Doses of TLC-2716 in Healthy Subjects

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	The Liver Company, Inc.

	 
	Clock Start Date: 
	23 June 2022



Professor Edward Gane, Courtney Rowse and Julia 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 resolved ethical issues 

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

The Committee confirmed that the advertisement drafts will be the final versions.
The Committee queried the insurance certificate not specifying the current study protocol. After discussion, the Committee were assured that there is adequate insurance in place for this study protocol and the certificate will be amended.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
1. The Committee noted that the Data and Tissue Management Plan mentions tissue for future use and requested to clarify that this is only in participants who give optional additional consent (section 8.4).


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
In the Main PIS, the numbering of the bullets in S.4 is throwing out the numbering of the subsequent headings. 
Review both optional PIS/CFs and delete repeated information regarding financial benefit / ownership rights; personal and health information being a taonga; and risk of privacy breach.
In the Genetic PIS/CF, state whether the person's entire genetic code will be sequenced / recorded. If applicable, state whether there is any risk of genetic data being matched across databases (e.g. law enforcement databases).

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 Forms, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).




	2  
	Ethics ref:  
	2022 FULL 11462

	 
	Title: 
	The effects of fampridine on EEG profiles in patients with bipolar disorder

	 
	Principal Investigator: 
	Professor Paul Glue

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	23 June 2022



Professor Paul Glue and Sarah Crellin 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 resolved ethical issues 

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

1. The Committee noted that the application form mentions the study would go to Standing Committee on Therapeutic Trials (SCOTT). It was confirmed this was indicated in error and the Committee was satisfied that this study does not need to go to SCOTT.

Summary of outstanding ethical issues

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

The Committee noted the Sponsor is the University such as the Post-grad office and to liaise with them. 
The Committee requested all copies of advertisements intended for use to be submitted for review. 
The Committee noted the inclusion of questionnaires that ask after the participant’s mental health. The Committee requested further information around how quickly the scores are seen and what is done to provide support to those whose answers flag concerns for depression or anxiety.
3. The Committee requested that medications for eligibility criteria is more controlled in the protocol and detailed in the participant information sheets and advertisements so it is clear who may be included. Increasing specificity regarding background medications in the study design may reduce the variables to be taken into consideration in the analysis, which may be important given the small sample size.


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

Review and amend for headers blending into bulk of the text, reformat.
Karakia for blood samples is available but not currently mentioned in the PIS. Please amend. 
Please emphasize that a participant must not change what their regular mood stabilisation treatment is during participation.
Add footer with version and page numbers.
Review for technical language (respiratory rate, adverse events etc).
Explain what a placebo is, the first time it is referenced.
Consider including photo or illustration of someone undergoing an EEG.
Information about blood samples is described well in tissue section. Delete repetition elsewhere. 
Delete repeated information about pregnancy risks; this is best explained under the separate subheading.
1. Provide the famipridine CMI as appendix to PIS/CF.
Simplify male contraception requirements by referencing options outlined for female participants.
2. Delete reference to 'treatment' being without charge. This is of no benefit to participants.
Delete optional tickbox regarding GP notification of abnormal events. Further, please describe what a participant should do if they have concerns about their mood during the study period.

Decision 

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

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



	3  
	Ethics ref:  
	2022 FULL 11460

	 
	Title: 
	Effects of Lithium and Fampridine on Electroencephalography Profiles in Healthy Volunteers

	 
	Principal Investigator: 
	Professor Paul Glue

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	23 June 2022



Professor Paul Glue and Sarah Crellin 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 outstanding ethical issues

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

1. The Committee requested all copies of advertisements intended for use to be submitted for review. 
5. The Committee noted the inclusion of questionnaires that ask after the participant’s mental health. The Committee requested further information around how quickly the scores are seen and what is done to provide support to those whose answers flag concerns for depression or anxiety.

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

Review and amend for headers blending into bulk of the text, reformat.
6. Karakia for blood samples is available but not currently mentioned in the PIS. Please amend. 
7. State that there is no health benefit, not “unlikely”
8. Clarify reimbursement as it differs from what is stated in the protocol.
9. Review and delete repeated information (e.g. study visit information, dosing, randomisation, pregnancy risk...). 
10. Explain randomised, placebo, adverse events, lactating etc in lay language.
11. Rewrite eligibility criteria in simple lay language and delete required blood test results; better summarised on the following page.
12. Simplify male contraception requirements by referencing options outlined for female participants.
13. Correct drug dosing information ('lithium (400mg twice daily) in the morning').
14. Consider including photo or illustration of someone undergoing an EEG.
15. Delete optional tickboxes from mandatory consent clauses.



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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Alice McCarthy and Dr Kate Parker.


	4  
	Ethics ref:  
	2022 FULL 12438

	 
	Title: 
	BonE and Joint infections – Simplifying Treatment in children trial (BEST)

	 
	Principal Investigator: 
	Associate Professor Tony Walls

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	23 June 2022



Associate Professor Tony Walls 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 outstanding ethical issues

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

1. The Committee noted the following concerns about the informed consent process:
a. Not all participants will give informed consent; some will provide assent; and some will neither consent nor assent. Please clarify in study documentation:
i. whether any participants may be competent to provide independent informed consent
ii. who will make the determination regarding competence to consent in each case
a. The Committee clarified with the researcher the age groups being targeted and noted that Assent Forms for different levels of comprehension is required (such as reading ages for 7-10, 11-12 and 13+). The Committee noted that the HDEC website has some exemplars and Starship may have appropriate templates for use. 
b. The process for obtaining verbal informed assent/consent after hours is not well documented. Clarify in the study documentation the intended process, including what information is shared with the consenting adult, how much time is given to make a decision regarding participation, and how verbal informed consent is formally documented by the researcher. Clarify also how verbal assent for study participation will be obtained from the participant, where applicable.

19. The Committee noted the following about the questionnaires for the study:
a. Completion of the EQ5D questionnaire and a short cost questionnaire by the parent/guardian is mandated per protocol. Clarify whether these are being filled out on behalf of the paediatric participant, or whether the EQ5D questionnaire assesses parental QOL. If the latter, the parent / guardian is an active study participant and should provide informed consent for their own involvement (modifying their PIS to be for them and their child). 
b. The short cost questionnaire does not appear to have been submitted for review. Please provide with the response to provisional approval.
2. The Committee requested the following changes to the Data and Tissue Management Plan (DTMP):
a. Please amend the DTMP to address all applicable parts of NEAC Standard 12.15a. This may be provided as a separate New Zealand-specific DTMP, if preferred. A DTMP template is available on the HDEC website and may be a useful reference.
b. Please confirm that full date of birth (DOB) will not be entered into the Case Report Form (CRF). Age and year of birth is fine but full DOB is not. 
c. Clarify where PK samples will be analysed, and whether the turnaround time will allow timely dose modification if required. This should be made clear across all references to study documentation for New Zealand participants.
20. The Australian ethics approval letter referenced several participant-facing documents that have not been submitted with this application. Clarify whether the referenced documents are intended for use in New Zealand and upload any that are for use in New Zealand.
21. The Committee recommended a New Zealand appendix/addendum to the Australian protocol to specify the differences in New Zealand for the study which will help incorporate the suggestions made above by the Committee. 

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

22. 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. The templates may be helpful in addressing all the points listed below as they contain example statements for use.
23. Please provide Assent Forms for different levels of comprehension, as noted above.
24. There is no place for any of the sheets for the assenting minor to state they do NOT want to participate. There is also no statement that the minor can say no regardless of the wishes of the parent / guardian. Please ensure the assent forms include these.
Adult/Mature PIS/CF
25. Mature minor assent similar to adult. This should be simplified a little to a more intermediate level. 
26. Thorough proof-reading is required for typos ('you child will receive antibiotics', 'You will receive antibiotics into their vein', 'all tests you will have as part of their treatment' etc.) and repetition of information.
27. State how much time will be required for questionnaire completion and other study-specific assessments.
28. A cultural tissue statement is required, including whether karakia is available on tissue disposal. 
29. Clarify that the participant's GP will be informed of any abnormal results of clinical significance.
30. Amend the entirety of Section 10 to make it relevant to New Zealand participants and the New Zealand study site.
31. Replace Section 11 with information relevant to New Zealand. The HDEC-approved ACC statement should be used.
32. Include appropriate New Zealand contacts (HDC advocacy, HDEC, Māori cultural support).
33. Amend the consent clause such that is relevant for New Zealand participants.
34. Add a section for the consenting researcher to counter-sign and date.

Decision 

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

35. Please address all outstanding ethical issues, providing the information requested by the Committee.
36. 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).
37. 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).  
38. Please supply a more detailed data and tissue management plan to ensure the safety and integrity of participant data. This can be a standalone document or incorporated as part of the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 14.16 & 14.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Jonathan Darby and Dr Devonie Waaka.



	5  
	Ethics ref:  
	2022 FULL 12734

	 
	Title: 
	Impact of mānuka honey on symptoms and quality of life in patients with functional dyspepsia: a feasibility study

	 
	Principal Investigator: 
	Dr Jody Miller

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	23 June 2022



Dr Jody Miller 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 resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. After discussion, the Committee was satisfied given the low risk and the honey-supplier not being provided any raw data or influencing publication of results, they are not commercially sponsoring the study.

Summary of outstanding ethical issues

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

40. Please delete from the recruitment poster 'free' from 'you will be provided with free mānuka honey...'. 
41. Please ensure the GP is contacted directly regarding in the event of a clinically significant abnormal result, and that this is a mandatory component of study participation with inclusion of reference to this in the consent form.
42. Please ensure the details of the Irish laboratory referenced in Section 8.3 of the Data and Tissue Management Plan are listed in Section 2.

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

43. Delete references to teaspoon blood volumes. 
44. Clarify whether participants should take regular medications (e.g. antihypertensives) during the fasting period and whether over the counter medications are allowed. 
45. Note that 'If you are eligible for this study and have been assigned to one of the honey groups, we may also ask you to participate in a sub study' means participants will unnecessarily be partially unblinded to treatment allocation if invited. Please delete the first part of the sentence.
46. State whether participation in the substudy is mandatory or optional.
47. State in lay language what the 'gut microbiome is' and what 'microbial DNA' is. Make it clear that the participant's DNA will not be analysed.
48. The Data and Tissue Management Plan references use of tissue for future research related to the condition or investigational treatment, and states that tissue samples may be retained for up to 10 years. Please make this clear in the PIS/CF.
49. The PIS/CF offers karakia on disposal of samples, however it is unlikely this is available for samples stored and disposed of overseas. Amend accordingly.
50. State that the research team will directly notify GPs of clinically significant abnormal results, and that this is a mandatory component of study participation.
51. Ensure the Information section references future uses of data.
52. The statement in the information section regarding withdrawal of data is inconsistent with the paragraph at the top of page 2. Please use one statement only, noting that the paragraph on p2 is difficult to follow as currently written and could be removed as it is covered later on.


Decision 

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

53. Please address all outstanding ethical issues, providing the information requested by the Committee.
54. 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 Ms Kate O’Connor Mr Barry Taylor.



	6  
	Ethics ref:  
	2022 FULL 12471

	 
	Title: 
	A Phase III, adjudicator-blinded, randomised study to evaluate the efficacy and safety of treatment with olorofim versus treatment with
AmBisome® followed by standard of care (SOC) in patients with invasive fungal disease (IFD) caused by Aspergillus species

	 
	Principal Investigator: 
	Dr Olivia Dupha-Intr

	 
	Sponsor: 
	IQVIA RDS Pty Limited.

	 
	Clock Start Date: 
	23 June 2022



Dr Olivia Bupha-Intr 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 outstanding ethical issues

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

1. Please ensure a member of the clinical team obtains the verbal agreement of the patient prior to the researcher approaching them about the study and ensure the conflict of the treating physician as researcher is managed. 
56. The Committee noted that a pregnant participant/partner participant information sheet/consent form should only be submitted as an amendment in the event that a pregnancy occurs so it can be fit-for-purpose. 
57. The Committee noted that the full date of birth (DOB) is not usually entered into the CRF. DOB can be kept at the source but doesn’t need to be in the study database given it’s a sensitive identifier. 

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

Main PIS/CF 
58. The committee considers that the present document is not lay-friendly especially in the context of acutely unwell patients. Please review for density, over-explanation and unnecessary information.
59. Remove unnecessary technical statements, e.g. 'this study is unblinded at the Investigator level'. The description that follows is more than adequate.
60. Please amend the headings to be white text on blue, not black on blue.
61. Amend the lay title to be user-friendly and place above formal title. Many lay people do not know what 'efficacy' and 'phase 3' mean (p1)
62. State the expected number of New Zealand participants (p2).
63. Provide approximate time commitment for each visit.
64. Explain bronchoscopy procedure in better detail the first time it is referenced; this is an invasive procedure.
65. Delete tablespoon blood reference, state in ml.
66. Delete repeated instructions about concomitant medications (addressed under a separate heading)
67. Dosing regimens could be put as a table.
68. Note 'It may also be necessary for you to take medication during or after the research project to address side effects or symptoms that you may have. You may need to pay for these medications'. Please ensure participants do not have to pay for research-related study costs, including the cost of treatment required for side effects. Amend text accordingly.
69. Delete repeated statements about unknown risks
70. Separate the risk of liver injury from other side effects and discuss adequately; this is the most significant identified risk and transaminase elevation has occurred in a not insignificant percentage of participants to date. 
71. Delete final two paragraphs under 'risks' in the Data section; they repeat information stated earlier in the section.
72. Delete repeated information regarding Withdrawal of data (best explained in the data section, delete the final paragraph as it directly contradicts the paragraph above).
73. References to ‘race’ should be replaced with ‘ethnicity’.
74. Compensation must cover all treatment injuries that occur as part of being in the study, not just those related to the experimental drug. Amend statement to remove reference to specific drug.
75. Remove close medical care as a benefit as this is expected by default.

ECG Substudy PIS/CF
76. As this substudy is very simple, it may be possible to include information about it in a separate box or appendix in the main PIS. The committee is in favour of this approach.
77. If a decision is made to retain the separate PISCF: as data is being treated identically to main study suggest referencing main PIS/CF as has been done for compensation etc.
Clarify what 'I agree that I may also be contacted at a later date(s) for my permission in connection with this ECG sub-study' means.

Decision 

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

78. Please address all outstanding ethical issues, providing the information requested by the Committee.
79. 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 Mr Anthony Fallon and Dr Kate Parker.




	7  
	Ethics ref:  
	2022 FULL 13037

	 
	Title: 
	Palmerston North Interventional Rapid Avastin Treat & Extend (PIRATE) Study

	 
	Principal Investigator: 
	Dr Antoine Bonnet

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	23 June 2022



Dr Antoine Bonnet 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 outstanding ethical issues

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

1. The Committee noted the following about the protocol: 
a. The stated study aims include desired health outcomes that are not addressed in the current study. Please amend to include only the specific objectives of this research protocol and move these statements elsewhere.
b. Please amend the eligibility criteria to clarify that all participants must be willing and able to provide independent informed consent.
c. The current study design requires comparison of two different disease populations (low risk versus high risk AMD), which will introduce a significant confounder when interpreting study data. Please change the inclusion criteria to be enrol only those assessed as  low-risk AMD, and randomise enrolled participants to the two treatment arms, 
d. Please include target sample size and provide a rationale for the number of participants to be enrolled.
e. The committee noted after discussion that using historical data for the standard care group would require a justification for waiver of consent to use it, and may add complexity to the application. 
The Committee noted to be mindful of clinician role in recruitment when recruiting and ensure participants have opportunity to discuss this with someone that isn’t directly related to their care. 
The Committee noted the following about the Data Management Plan (DMP):
a. Please provide further detail regarding the SharePoint database intended to be used for the study, particularly in relation to access to the database and use of NHI (direct identifiers), or state if REDCAP will be used. Clarify whether this is a clinical or a research database, and whether this database is used directly for data analysis. 
b. Note that data should be de-identified before analysis. The Committee noted that best practice would be to maintain a master log matching NHI and/or other identifiers with study ID, with study-specific information / data entered under study ID only. 
c. Clarify how other identifiable study-specific data (e.g. signed consent forms, contact details etc) will be managed and stored. The Committee noted that it is typical for consent forms to be kept separately from everything else including patient records, as this relates to research, not directly to their care. If consent is maintained in the participant’s clinical record, this must be made clear in the PISCF. 
d. Address important issues such as management of privacy breach, future uses of data, data sharing, data retention, as required per Chapter 12 of the NEAC Standards. A Data Management Plan (DMP) template is available on the HDEC website and may be a useful reference or for adapting and addressing the issues raised above.
As this is an intervention study, registration on a WHO-approved clinical trial registry is required prior to commencing recruitment activities.


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
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. 
Refrain from over-promising benefit ('The results of this study will reduce the treatment burden of patients') 
Explain in lay language what 2 and 4 week increment extensions are.
State how many people will take part.
State clearly how participants are assigned to treatment. Under current study design all low risk participants receive the investigational protocol, all high-risk participants receive standard of care (noting that high-risk participants may be excluded following the protocol change).
Provide information about the consent process and whether any additional clinic visits are required.
State how long participants will be in the study for.
Should the study design be updated, make it clear that only people with low-risk AMD will be enrolled in the study.
Amend the information section to cover the sub-headings outlined in the HDEC PIS/CF template.
Include the HDEC-approved ACC statement regarding compensation in event of study-related injury. This can be found in the HDEC template.
Include Māori cultural support contact details.
Include the name of the principal investigator and contact details.
What are your rights should include reference to coverage under the HDC Code of Rights.

Decision 


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

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

General business

1. The Chair reminded the Committee of the date and time of its next scheduled meeting:

	Meeting date:
	02 August 2022

	Zoom details:
	To be determined



2. Review of Last Minutes
The minutes of the previous meeting were agreed and signed by the Chair and  Co-ordinator as a true record.

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 4.15pm
	HDEC Minutes – Northern B Health and Disability Ethics Committee – 05 July 2022
	Page 1 of 21





	HDEC Minutes – Northern B Health and Disability Ethics Committee – 05 July 2022
	Page 18 of 21



image2.jpeg
Health and
Disability Ethics
‘ Committees




image1.png




