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Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that this is an ad hoc Committee put together of members co-opted from different Committees. 

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.









New applications 


	1  
	Ethics ref:  
	2025 FULL 23584

	 
	Title: 
	The efficacy and acceptability of low molecular weight heparin (LMWH) administration via a subcutaneous catheter vs subcutaneous injections in both prophylactic and therapeutic settings

	 
	Principal Investigator: 
	Dr Eileen Merriman

	 
	Sponsor: 
	Te Whatu Ora Waitematā

	 
	Clock Start Date: 
	10 October 2025



Dr Eileen Merriman 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. The Committee queried the rationale for using a catheter, taking it out and using injections and potentially going back to a catheter again. The Researcher advised that the catheter is in situ for a week before it needs to be changed, and the order of the study arms will not make any difference to the number of needles required for the participant.
2. The Committee queried whether the catheter is an approved device in New Zealand. The Researcher confirmed that it is approved in New Zealand.
3. The Committee noted that part of the study will involve the participants delivering their own medication through their catheter and queried how competency will be demonstrated. The Researcher advised that the participant would have to demonstrate this in clinic with a nurse and that this is common practice with other medications delivered by means of a catheter. 
4. The Committee advised that there is another “Butterfly” study with a very similar short title being conducted in Auckland, in female participants, at the same time, so it may be helpful to include ‘catheter’ or some other distinguishing term in the title, to avoid confusion.
5. The Committee queried whether the study uses kaupapa Māori methodology. The Researcher advised that during Māori consultation they were advised that it does.
6. The Committee queried whether the study is commercial, or investigator led. The Researcher advised that it is investigator led.

Summary of outstanding ethical issues

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

7. Please add to the Protocol a section which explains the risks and benefits of the catheter versus the risks of the subcutaneous injections. Also state any potential risks that would be monitored for.
8. The Committee noted that the Data and Tissue Management Plan (DTMP) needs to be updated to specify where in Australia data will be sent and how it will be managed.
9. The Committee note that 11.2 of the DTMP states that there will be no unspecified future research, but page 8 of the PIS is not consistent with that statement.  Please reconcile.
10. Please finalise the DTMP, anywhere there are square brackets, the contents need to be resolved, and the brackets removed.
11. Section 3 of the DTMP needs to include an information security policy and additional governance documents
12. Section 7.1 of the DTMP needs to specify what data is being collected.
13. Section 7.2 of the DTMP should state how the log is being safeguarded.
14. Sections 7.3 and 8.2 of the DTMP needs amendment as ‘tissue’ cannot be de-identified. The data derived from the tissue can, but not the tissue itself.
15. The Committee request consideration is given to providing participants with a small koha to acknowledge their contribution to research. 

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

16. Please add a picture of the catheter and include information about how and where it is inserted and the size of the needle to reassure participants.
17. Please explain why a second catheter might be required and the risks and benefits of this.
18. Please include information comparing the risks and benefits of using a catheter versus subcutaneous injection.
19. Please amend the CF to make notification of the GP compulsory. 
20. Please remove references to Insuflon, if only Neria Guard will be used.
21. Please make this document specific to New Zealand and remove references to Australian organisations. Recommend referring to the HDEC template Participant Information Sheet templates | Health and Disability Ethics Committees
22. Please remove reference to ‘baby’ as live birth cannot be assumed, instead refer to ‘pregnancy’.
23. Please remove reference to teaspoons when referring to blood volumes, instead use ml’s.
24. Please amend the statement about the catheter being inserted into the abdomen to clarify that it is subcutaneous only and will not be inserted into the abdominal cavity.
25. Please state the pre-existing conditions participants must have to be included in the study.
26. Please clarify how monitoring and blood sampling in the study differs from standard of care.
27. If blood samples will be processed in New Zealand, please remove reference to tissue samples going overseas.
28. Please delete the statement in the CF that addresses the risk of the study treatment in the event a partner becomes pregnant.  The Committee does not consider that that statement is applicable here.
29. Please use ‘medicine’ consistently, rather than interchangeably with ‘drug’.
30. Suggest including Tables 1 and 2 from protocol.
31. Please change ‘side effects' to ‘adverse event’s’. 
32. Please clarify the restrictions to bathing and swimming.

Decision 

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

33. Please address all outstanding ethical issues, providing the information requested by the Committee.
34. 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).
35. 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 Joan Pettit and Dr Sharon Kletchko.





























	2  
	Ethics ref:  
	2025 FULL 24069

	 
	Title: 
	Surgical Treatment of stage I – II endometriosis: The Butterfly Feasibility (open pilot) trial and observational cohort study

	 
	Principal Investigator: 
	Dr Lucy Prentice

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	10 October 2025



Dr Lucy Prentice, Lynn S., Jessica Dunning 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 there is another “Butterfly” study with a very similar short title also being conducted in Auckland at the same time, so it may be helpful to include a distinguishing term in the title to avoid confusion.
2. The Committee noted that there will need to be separate consent for the surgery in line with Medical Council of New Zealand Good Medical Practice, in addition to the consent for the trial.
3. The Committee queried the recovery rate and the rationale for the extensive removal of the peritoneum. The Researcher advised that the peritoneum regrows very quickly, beginning within 24-48 hours and taking several days to a few weeks. The rationale for its removal is that there could be microscopic disease and by removing the most common site for endometriosis this could potentially reduce pain post-surgery and improve quality of life for participants.
4. The Committee queried whether people will be advanced on the waiting list if they agree to be on the study. The Researchers advised that they would not be advanced on the waiting list, if anything they may be slightly delayed.
5. The Committee queried whether the study is kaupapa Māori as indicated in the submission form. The Researcher advised that it is not a kaupapa Māori study.
6. The Committee noted that there was reference to a ‘sham procedure’ in the submission and queried whether this would be part of the study. The Researchers advised that there will be no sham procedure as part of this study.

Summary of outstanding ethical issues

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

7. The Committee queried how the researchers will be compliant with the Code of Health and Disability Rights (the Code) if they are not telling individuals which surgery they will be having. The Researchers advised that with endometriosis surgery the consent is typically for the removal of the endometriosis, rather than specifying which specific tissues will be excised, as it is not always possible to know all areas that may be affected prior to the surgery. Thus, removal of the entire peritoneum as it may host microscopic endometriosis is consistent with this explanation. The Committee noted that consideration needs to be given to how compliance with the Code will be managed and record this in the protocol. 
8. The Committee queried whether surgeons could decline to have their patient moved off their list to the study. The Researchers advised that they intend to discuss this trial at the next doctors meeting and noted that often patients are in a pool which gets assigned to the next available doctor rather than being on a specific doctors’ list. By running this feasibility study, they hope to ascertain how much of a potential issue this could be. The Committee noted that consideration should be given to how this might affect compliance with the Code.
9. The Committee raised concerns about asking a junior member of the team to provide Māori consultation as such a person is in a vulnerable position in the workplace. 
10. The Committee noted that issues such as whakamā and tapu have not been documented. The Researchers advised that they have had discussion about the study with a group of senior Māori researchers at the On Track Network, and Māori consultation will also take place as part of locality approval. The Committee noted that it would be helpful to see the records of consultation.
11. The Committee queried whether $25 for koha is sufficient for a 12 month follow up period. The Researchers advised that they plan to provide koha at each documentation completion, but this frequency of follow up and the amount is dependent on obtaining funding.
12. The Committee queried how participant requests for unblinding will be handled as knowledge about the surgery is a Code right. The Researchers advised that they would explain the rationale for blinding but if a participant was insistent on knowing about their surgery then they would unblind them. The Committee suggested including information about the rationale for blinding in the PIS.
13. Point 3 on page 8 of the protocol mentions keeping data on individuals who are screened but do not participate in the study. Data may not be retained without consent, therefore please remove this from the Protocol.
14. 7.0 of the Protocol mentions that participants may be identified from the wait list and cold called by the research nurse. The first approach must be made by the clinician who may obtain consent to share the individuals’ information with the research team.
15. The Committee noted that the study intends to review quality of life questionnaires within 48 hours but requests that the review occur as soon as possible in the event an individual reports serious distress. There should be a safety plan in place, other than just GP referral, to address any such serious distress as standard of care for research. 
16. Please provide more detail in the Data Management Plan such as, what specific data is collected, processed and stored, and who has access to each subset of the data and what are the security provisions regarding the data. Also, there are inconsistencies, for example, in the tables it says data will be stored "for at least 10 years" but under the heading Data Storage, it says "for at least 5 years". Please normalise the inconsistencies and align with the PIS, protocol and New Zealand legislation.

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

17. Please include a statement that clarifies that this form relates to consent for the study only and that there is a separate consent process related to the surgery. 
18. Please remove the word ‘visible’ when describing endometriosis removal, as this wouldn’t be entirely accurate for the cohort that have the more extensive peritonectomy.
19. Please provide an explanation that the reason for the peritonectomy arm is to remove possible microscopic disease and assess whether this leads to improved outcomes.
20. Please provide additional information about the healing process and expected recovery from a total peritonectomy. 
21. Please update the CF to be consistent with the PIS and Data Management Plan including regarding participants who withdraw having the right to choose whether their data may continue to be used in the study. 
22. Please provide additional information about the questionnaires, such as where they will be completed and on what type of device. If a third-party application is being used any relevant information about what data they may collect should be disclosed.
23. Remove appendix 1 from the observational PIS, as this is redundant. 
24. Please explain in lay terms what is meant by stage I–II versus stage III–IV endometriosis and describe how these stages may affect the participant’s Standard of Care in relation to the proposed study.
25. Please state what sensitive medical information will be collected and processed, and who will have access to the relevant subsets of those data.
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).
28. 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 Joy Panoho and Dr Andrea Forde.


















	3  
	Ethics ref:  
	2025 FULL 23941

	 
	Title: 
	A MULTI-CENTER DOUBLE BLIND PLACEBO CONTROLLED PHASE II STUDY EVALUATING THE SAFETY, PHARMACOKINETICS, PHARMACODYNAMICS AND EFFICACY OF RO7268489, A MONOACYLGLYCEROL LIPASE INHIBITOR, AS ADD-ON THERAPY TO OCRELIZUMAB IN PARTICIPANTS WITH PROGRESSIVE FORMS OF MULTIPLE SCLEROSIS

	 
	Principal Investigator: 
	Dr Deborah Mason

	 
	Sponsor: 
	Roche Products (New Zealand) Limited

	 
	Clock Start Date: 
	10 October 2025



Dr Deborah Mason, Steven Duffy, Kshemina Mhaskar, Dr Tina Baik, Dr Christian Brett, and Cheryl Glover 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 there are a lot of questionnaires and queried whether all are required. The Researchers confirmed that there are required by the Sponsor for international alignment.
2. The Committee noted the exclusion of pregnant and lactating individuals and queried this given the current guidance from the International Council for Harmonisation around including these individuals in clinical research. The Researcher advised that this is due to the use of Ocrelizumab which is known to be unsafe in this cohort.
3. The Committee queried the timeliness and follow up in response to questionnaires that might indicate psychological distress and how this aligned with the researchers’ duty of care. The Researcher advised that they have a standard process in place for assessing these and making appropriate referrals to either acute or GP services.
4. The Committee queried the purpose of the PIS for healthy volunteers having MRI. The Researchers advised that this is to standardise the MRI prior to scanning participants and that this is usually done by site staff volunteers.

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 suggested that consideration is given to the interpretation of the term disability, as the submission mentions that people with disabilities would have equal access to the study as those without disabilities, however Multiple Sclerosis is considered a disability.
6. The Committee requested that the Sponsor consider licensure in New Zealand should the medication prove effective.
7. The Committee queried whether there would be a cross over phase or an open label extension.
8. The Committee noted that as participants can have a study partner there should be a PIS for the study partner so they are aware of what will be expected of them in this role.
9. The Committee noted that the recompense seems light for the length of the study and request this amount is reviewed.
10. In the Data Management Plan please add Roche to the study structure and specify their involvement in the study.

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

11. Please separate out advice around reimbursements and stipend or koha, as these have different implications for tax and benefits.
12. Please include advice that the genetic analysis is mandatory and information about the risks involved with genetic analysis. Also add a statement about the mandatory genetic analysis to the CF.
13. Please include risks from contrast involved in the MRI.
14. On page 4 please replace ‘race’ with ‘ethnicity’.
15. On page 6 please change ‘unborn child’ to ‘pregnancy’.
16. On page 8 please clarify what “without any penalty or loss of benefits to which you are entitled” means.
17. On page 9 please clarify what “records available to the public” means in New Zealand.
18. Influenza and sinus infections are Adverse Events not Side Effects, please amend references to side effects to Adverse Events.
19. On page 15 please provide more information about the sensors, for example, are they worn at night, or during bathing.
20. On page 19 please correctly reference the reporting requirements for positive tests for Hepatitis B, C and HIV.
21. There is currently no mention of the Reproductive Risks for male participants or the risks of exposure to sexual partners of the medicines, please include appropriate advice.
22. Please include a Privacy statement for the e Diary app that explains how the app may access and use private information.
23. Please use gender neutral language throughout.
24. Please specify which laboratory tests will be conducted in New Zealand, and which will be performed overseas and indicate who will carry out each.

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

	4  
	Ethics ref:  
	2025 FULL 23946

	 
	Title: 
	PGN-EDODM1-102: A Phase 2 Randomized, Double-Blind, Placebo-Controlled, Multiple-Ascending Dose Study of PGN-EDODM1 in Adult Participants with Myotonic Dystrophy Type 1 (FREEDOM2-DM1)

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	PepGen Inc.

	 
	Clock Start Date: 
	10 October 2025



Dr Paul Hamilton and Charlene Botha 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 queried how participants will be allocated to different cohorts, given that there are three cohorts, but the intent is to recruit only two participants. The Researcher advised that it would depend which cohort is open when they are recruited, as this is an ascending dose trial. 
2. The Committee queried how recruitment will occur. The Researcher advised that there is a registry of patients with this condition, which will be used to identify potential participants.

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 requests that the word “treatment” be removed from the advertising material.
4. The Committee note that the PIS mentions a designated data representative as well as entities like ChilliPharm and a trial management group called TRiNDS, please include these in in the Data Management Plan.
5. The Committee requested that quality of life questionnaires are reviewed in a timely manner and that there is an appropriate safety plan in place to address any concerns raised in a timely fashion as the researcher has a duty of care.
6. The Committee requested the justification for excluding individuals from the study who are diagnosed early in life with the congenital DM1 gene and only including those diagnosed later in life with the DM1 gene with DMPK gene configuration.
7. The Committee noted that there needs to be a safety plan for research staff completing home visits.
8. The Committee request that the sponsor please consider licensure in New Zealand should the trial product prove effective.
9. The Committee queried whether there is any intention to have either an opportunity for cross-over for those on placebo, or an open label extension.
10. The Committee noted that as this is a commercial trial, insurance should be ACC equivalent. Currently insurance is not, so will need to be reviewed.
11. The Committee questioned the exclusion of individuals with blood borne viruses (BBV). The Researcher noted this is due to unknown risks at this early phase. The Committee suggested that the exclusion criterion should be around liver damage in this case, rather than BBV, as not all individuals with BBV necessarily have liver damage either from the disease or the medicines that they may be taking, and that routine exclusion is discriminatory.
12. The Committee note that the study cannot be terminated in New Zealand for commercial reasons.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
13. On page 3 please remove ‘the New Zealand Health Authority’ and reference only MedSafe.
14. Please provide some clarity about the percentage chances of being on placebo or receiving the investigational product. 
15. If possible, please provide information from the phase I trial, such as the number of individuals who have received this medication to date.
16. In the FUR PIS please provide an explanation about what ‘splicing’ means.
17. Please add risks related to genetic testing.
18. Please revise the statement about tax obligations, regarding ACC, as study participants will not be eligible for ACC.
19. Please consider using the HDEC template to help reduce the number of pages regarding procedures and visits. Participant Information Sheet templates | Health and Disability Ethics Committees
20. Please align the reproductive risks with what is in the protocol. 
21. Please remove references to ‘treatment’, refer instead to terms such as ‘investigational product’ or ‘study medication’.
22. Please state how much participants will be paid per visit.
23. Please state what will happen if a participant discloses suicidal ideation in the quality-of-life questionnaires. 
24. On page 16 please remove the duplicated text.
25. Please remove yes / no tick boxes.

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 Ms Joan Pettit and Dr Andrea Furuya.

	5  
	Ethics ref:  
	2025 FULL 23814

	 
	Title: 
	PHASE 1/2A, DOUBLE-BLIND, PLACEBO-CONTROLLED, SINGLE AND MULTIPLE DOSE-ESCALATING STUDY TO EVALUATE THE SAFETY, TOLERABILITY, PHARMACOKINETICS, AND PHARMACODYNAMIC EFFECTS OF ARO-DIMERPA IN ADULT SUBJECTS WITH MIXED HYPERLIPIDEMIA

	 
	Principal Investigator: 
	Professor Russell Scott

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	10 October 2025



Dr Jane Kerr, Julia O’Sullivan, Kayla Malate and Samantha Nie 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 queried whether the study focuses only on high triglycerides or mixed hyperlipidemia, as the protocol mentions both, but the submission focuses only on high triglycerides.  The Researcher advised that it will be both but there was a late change to the protocol, so the submission may have been missed when updating all the documents.
2. The Committee sought clarification about the recruitment process and who will have access to clinical records. The Researcher advised that they will contact individuals from their database to check if they would be interested in being considered for the study and seek their permission to review their clinical records to check eligibility.
3. The Committee queried who decides whether a participant will be ascended to the next dose. The Researcher advised that this is a trial committee discussion, with the Principal Investigator having the power to veto the decision if they are not comfortable ascending an individual.

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 request that the sponsor please consider licensure in New Zealand should the investigational product prove effective.

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

5. In the introduction to the study, please include a statement that the person is being invited to join the study because they have high cholesterol that puts them at risk of heart disease.
6. On page 2 please remove “dummy drug”.
7. On page 3 please remove reference to flipping a coin, instead refer to a 1 in 2 chance.
8. Please remove reference to an unborn baby, instead refer to pregnancy.
9. Please consider, as this is an early phase study, whether potential adverse events would be more appropriate terminology than side effects.
10. In the PIS for part 1 under benefits, please make it clear that there will not be any benefit as these are healthy volunteers.
11. Part 2 still describes this as a first in human study, please consider if this is correct and remove if not.
12. Please add any relevant information regarding Part 1 to the PIS for Part 2.
13. Please consider whether “sex” is a more appropriate term than “gender”.

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



























	6  
	Ethics ref:  
	2025 FULL 23991

	 
	Title: 
	A Phase I, Randomized, Double-Blind, Placebo-Controlled, Single Ascending Dose Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Subcutaneously Administered COR-1004

	 
	Principal Investigator: 
	Dr Jane Kerr

	 
	Sponsor: 
	Corsera Health, Inc.

	 
	Clock Start Date: 
	10 October 2025



Dr Jane Kerr, Julia O’Sullivan, Kayla Malate, Amanda Karunaratne and Samantha Nie 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 queried the rationale for the exclusion of people with blood borne viruses. The Researcher advised that this is due to Hy’s law.
2. The Committee queried the rationale for having a placebo arm and an arm with an approved medicine. The Researchers advised that the sponsor is looking to bring this medicine into the market as a competitor so want to do a head-to-head comparison study. 
3. The Committee queried whether any participants would be taken off medication and then potentially only receive placebo. The Researchers advised that they would not include anyone who would need to be taken off a medication to treat this condition.

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 request the sponsor please consider licensure in New Zealand should the investigational product prove effective.

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

5. Please add to the benefits section that the participant may have access to a very expensive unfunded medication.
6. The section ‘will costs be reimbursed’ is potentially confusing as there should be no costs for being in the study but travel costs is a separate issue. Please revise wording.
7. Please include information about the comparison between the investigational product, the approved medicine and the placebo.
8. On page 4 please clarify that this is not injection into abdomen but a subcutaneous injection into abdominal skin.
9. On page 5 there is mention of a group call, please consider whether this would be a privacy breach, and whether participants would feel comfortable to ask and to answer any questions in this setting.
10. On page 13 please change ‘infant’ to ‘pregnancy and outcome of pregnancy’, as a livebirth cannot be assumed.
11. Please state what will happen to participants at the end of the study in terms of managing their high cholesterol.
12. In the pre-screening PIS under ‘what are the alternatives to pre-screening’, state that they will not be able to participate in the study, if they do not consent to pre-screening.
13. Please clarify what ‘slightly elevated LDL’ means, for example what is the upper limit of normal or what is the normal range of LDL.

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






























	7  
	Ethics ref:  
	2025 FULL 23902

	 
	Title: 
	A Phase 1 Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of GS 3107 in Combination with Encequidar in Healthy Participants.

	 
	Principal Investigator: 
	Dr Rohit Katial

	 
	Sponsor: 
	Gilead Sciences, Inc.

	 
	Clock Start Date: 
	10 October 2025



Dr Rohit Katial, Julia O’Sullivan, Kayla Malate and Samantha Nie 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 queried whether the intention of the study is to focus on treatment or prevention as, with reference to both the protocol and the submission, it is unclear. The Researcher noted that they are investigating with an intention for the medicine to be used for all of treatment, and pre-exposure and post-exposure prevention.

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 requests that the sponsor please consider licensure in New Zealand should the study prove successful.

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

3. Please chose a more New Zealand appropriate term than ‘soda’.
4. Please ensure consistency across the various PISs with regards to the number of individuals who have received GS-3017.
5. Please include further information about the rationale for giving participants DAB.
6. Please revise the wording about reimbursement of costs, to distinguish between payments and reimbursements.
7. Please replace ‘gender’ with ‘sex’.
8. Please bold ‘won’t’ in the ACC statement.
9. Please consider whether adverse events is more appropriate terminology than side effects.
10. Please remove reference to ‘unborn baby’ and refer to pregnancy instead.

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



General business



1. Any other business
· Points to raise at the Chairs meeting include the requirement for federal funding letters, and guidance around the statement from the HDEC PIS template about accepting the medicine New Zealand guidelines.


The meeting closed at 2:30pm.
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