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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 March 2019

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 05 February 2019

	12:30pm
	New applications (see over for details)

	12:30 – 12.55pm
12.55 – 1.20
1:20 – 1:45
1:45 – 2:10
2:10 – 2:35
2:35 – 3:00
3:00 – 3:25
3:25 – 3:50
3:50 – 4:15
4:15 – 4:40
4:40 – 5:05
	 i 19/NTB/15  (Maliaga/Leesa)
  ii 19/NTB/16  (Kate/Stephanie)
  iii 19/NTB/17  (Tangihaere/Jane)
  iv 19/NTB/18  (John/Stephanie)
  v 19/NTB/19  (Maliaga/Nora)
  vi 19/NTB/24  (Tangihaere/Jane)
  vii 19/NTB/27  (John/Nora)
  viii 19/NTB/28  (Tangihaere/Leesa)
  ix 19/NTB/30  (Kate/Nora)
  x 19/NTB/31  (Maliaga/Jane)
  xi 19/NTB/22  (John/Stephanie)

	5:05pm
	General business:
Noting section

	5:10pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	24/07/2018 
	Present 
	 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Present 
	 



Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 5 February 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTB/15 
	 

	 
	Title: 
	Housing in New Zealand - My Experiences, My Rights 
	 

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch 
	 

	 
	Sponsor: 
	DPO Coalition 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Dr Brigit Mirfin-Veitch was present by teleconference for discussion of this application.

Potential conflicts of interest

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

John Hancock declared a potential conflict of interest, and the Committee decided that he could contribute to the discussion of the application, but would not vote on the Committee’s final decision.

Summary of Study

1. The purpose of this qualitative study is to understand disabled people’s individual experiences of housing in Aotearoa New Zealand in relation to their rights outlined in the UNCRPD. 60 participants will be interviewed in accessible places and ways, with the possibility of doing so in focus groups.

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 capacity for consent would be ascertained. The Researchers replied that they will not be including people who may lack the full capacity to consent, but will offer support people to participants who lack literacy and will use the UN convention as a guide to their consent process.
3. The Committee noted that data collected as part of the study should be stored for a period of 10 years. The Researchers agreed.
4. The Committee asked why the Researchers wanted to conduct the research project within their stated 1-month timeframe. The Researchers stated that because NZ has to report back to the UN, they have an agreement with the sponsor to try to keep to this timeframe. This reason was accepted by the Committee.
5. The Committee queried how the Researchers would target specific population groups. The Researchers explained that recruitment will take place through disability organisations, and that the researchers will be seeking advice from those organisations. They acknowledged that they may not be able to access every community.
6. The Committee expressed concern at the limited geographical scope of the study, and that the results may consequently not represent a large proportion of New Zealanders. It suggested that participants also be recruited in Wellington, to which the Researchers agreed.

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

7. Please state that participant information will be retained for 10 years.
8. Please state that participants withdraw consent and pull out of the study at any time.
9. Please add details of a Maori contact person.
10. The Maori cultural procedures in your protocol are explained well, but have not translated into the PIS as well. Please clarify these in the PIS.
11. Please clarify who will have access to participant information, including audio recordings, during and/or after the study.
12. The Committee requested that a statement be added to the PIS that participants are welcome to contact by phone as well as by email.
13. The Committee asked what will happen to the demographic data supplied in the Participant Interest Form if the person is not selected for the study. The Researcher responded that the number of interested participants is kept, but other information destroyed, unless the person expressed a desire to be contacted for involvement in future studies. The Committee noted that the Participant Interest Form did not include the option of expressing the wish to be contacted about future studies. Please include this on the form.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10).


	 2  
	Ethics ref:  
	19/NTB/16 
	 

	 
	Title: 
	Perseveration in Post-Stroke Aphasia 
	 

	 
	Principal Investigator: 
	Miss Jessica Tranter 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
No member of the research team was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is an interventional study of perseveration in dysphasic stroke sufferers. The design consists of 10 x 'N of 1’ studies, because the language deficits of stroke sufferers are so individual. The essence of each case study is to 1) observe the frequency and characteristics of perseveration (repeating the last word used in a meaningless fashion) using 100 images and 3 repetitions, and 2) introduce two different prompt systems (phonologic and semantic cueing) with a 50-sized standardised word set, measuring the effect of each method on perseveration.

Summary of resolved ethical issues 

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

2. The Committee suggested that the Researchers provide participants with a small koha for their participation.
3. The Committee suggested that the Researchers consider passing on the cueuing techniques used to the speech therapist after the study, if they are found to be successful.

Summary of outstanding ethical issues

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

4. The Committee requested that data management surrounding the video (how it will be stored, deleted, and who has access to it) be added to the protocol.
5. The Committee requested information regarding the supervision of clinical work by the student’s Australian supervisors: whether it will be done via video analysis, and how frequently?
6. The Committee requested a safety protocol for the in-home assessments.
7. The Committee requested that the Researchers be clearer with the withdrawal process for participants and make it easier for participants to withdraw. They stated that the Withdrawal of Consent Form should be an optional method of withdrawing consent. Please label clearly on the form that it is optional, and make changes to the protocol to allow participants to withdraw consent verbally.
Furthermore, they requested that the participant’s ability to withdraw their consent be explained clearly to them at the start of each session. 
8. The Committee asked for the Researchers to clarify how they will determine a person’s capacity to give full and informed consent, especially with regards to the use of ‘supporting conversations’.
9. The Researcher has identified fatigue as a risk factor. The Committee queried how the sessions will be spaced out to mitigate that risk.

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

10. Please add the WDHB logo to page 1.
11. Please explain 'aphasia'. 
12. Please include a statement that they may take time to discuss their participation with family or whanau. 
13. Please explain that their data will be sent to Australia, and clarify if this includes videos. (Note that videos cannot be de-identified).
14. Please state that this project is for a Masters study. 
15. As you are providing a session that is a treatment, the Committee requested that you add the following statement: “If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.” 
16. Please specify the period of retention of data and videos.
17. Please offer a lay summary to all Consent forms: add a clause noting that all sessions will be filmed and add a tick box for the lay summary.

Decision 

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

· Please confirm whether The University of Queensland is the sponsor for this study?
· Please amend the protocol and withdrawal of consent form so as allow easier withdrawal of consent, and to inform participants of this (Ethical Guidelines for Interventional Studies paragraph 6.20).
· Please add information regarding data management surrounding the video to the protocol (Ethical Guidelines for Interventional Studies paragraph 5.40).
· Please clarify how the clinical work will be supervised (Ethical Guidelines for Interventional Studies paragraph 6.39).
· Please upload a certificate of professional indemnity for the PI (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 5.40).
· Please clarify how you will determine a person’s capacity to give full and informed consent, especially with regards to the use of ‘supporting conversations’ (Ethical Guidelines for Interventional Studies paragraph 6.9 & 6.10).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).
· Please outline how the study sessions will be spaced out to mitigate the risk of fatigue (Ethical Guidelines for Interventional Studies paragraph 5.4).

This following information will be reviewed, and a final decision made on the application, by Mrs Kate O’Connor and Mrs Leesa Russel.



	 3  
	Ethics ref:  
	19/NTB/17 
	 

	 
	Title: 
	M18-891, Moderate to Severe Atopic Dermatitis:  Evaluation of Upadacitinib in Adolescent and Adult Subjects 
	 

	 
	Principal Investigator: 
	Dr Steven Lamb 
	 

	 
	Sponsor: 
	AbbVie Pty Ltd 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Dr Steven Lamb was present by teleconference 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 blinded placebo-controlled 2- treatment-strength study of a relatively selective Janus kinase 1 inhibitor (udacitinib) for atopic dermatitis (AD). It aims to recruit participants from 12-75 years. The Phase 2 study in AD, using the same doses as in this study, showed response rates of 60-74% depending on the strength. 

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 it is necessary to include young people (<16 years of age) in the study population, especially considering that it was not known if the treatment had been tested previously in children or in a large number of adults. Furthermore, it noted that including children would raise other ethical issues regarding pregnancy testing and privacy. The Researcher agreed to exclude children from this phase of 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.

3. The Committee noted that the sponsor insurance certificate was not specific to this study.

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

4. Please modify the age of consent in all forms to be 16 years and over.
5. Please explain all technical words, such as “investigational drug” and “systemic therapy”.
6. Please change “Australian TGA” to “the New Zealand authorities (MedSafe).
7. On the third paragraph of page 2 there is an explanation for “double blinded study”. Please move this to the first usage of this term.
8. Page 7 Blood Tests: please say "if at all possible" to fast for 8 hours. 
9. Page 7: Query Pregnancy Tests – please correct the typo. 
10. Page 8, "In event of emergency.....": please bold this and separate from the previous text, and transfer to the contact information at the end. 
11. Page 10, cardiovascular events: please proof read and correct this section. 
12. Page14, the sentence on new study information: please combine this with the section under the heading on page 15 (“New Information”). 
13. Page 18, please add the study doctor/team contact details. 
14. On Page 1 of the optional PIS/CF actigraphy, please remove the section referring to exploratory research and DNA. 
15. The optional biomarker research PIS/CF should state where samples will be sent/ stored. 
16. On page 5 of the optional biomarker research PIS/CF, please add more details to the contacts. 
17. On the pregnant partner PIS/CF, please make a separate signing panel for after the baby is born.
18. Please add Maori contact support details to all versions of the PIS.
19. Please change “between 1 in 100 and less than 10% of people” to “one to ten people out of 100”. 
20. The Committee requested that the ACC statement be update to: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
21. Under the cultural considerations section, it states that participants are recommended to consult with the kaumatua. As not all participants have access to a kaumatua, please change this to “consult as appropriate, for example with a kaumatua”.
22. Under the section “who pays for the study”, please change “up to a reasonable amount” to “actual costs”, and state that participants will be reimbursed for travel on the same day.
23. Please clarify in the PIS whether the optional actigraphy must be worn all the time or may be taken off, e.g. for bathing or contact sport, and whether it omits light.

Decision 

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

· Please submit a protocol-specific insurance certificate (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 160.2).
· Please update the protocol, removing children from the study and all children-related content from the study documents (Ethical Guidelines for Interventional Studies paragraph 5.4).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Miss Tangihaere Macfarlane and Mrs Stephanie Pollard.

	 4  
	Ethics ref:  
	19/NTB/18 
	 

	 
	Title: 
	Human tissue bank for MH 
	 

	 
	Principal Investigator: 
	Professor Kathryn Stowell 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Professor Kathryn Stowell was present by teleconference 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 application has two purposes. One is to seek approval for an already established tissue bank, and the other is for approval of a study involving the use of tissue from the tissue bank for the purpose of research into the diagnosis of Malignant Hyperthermia (MH).  This work is aiming to improve the sensitivity of DNA testing by expanding the number of testable variants.
2. The history of the tissue bank before 1994 is not clear: those samples may not be consented for research, but all samples taken since 1994 are consented for research on MH.

Summary of resolved ethical issues 

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

3. The Committee expressed their concern regarding the possible lack of consent of the pre-1994 samples for use in research, and suggested that they be removed from the tissue bank for research being approved in this application and dispose of it respectfully. The Researcher agreed.
4. The Committee suggested that ethnicity data be collected from new participants submitting tissue to the tissue bank.
5. The Committee requested that future samples be stored with a de-identified code and just the year of birth (not the full date).

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

6. Please begin with the invitation to research and the explanation of why it is being conducted, why me and what’s involved.
7. Please explain Malignant Hyperthermia.
8. Please include the right to consult with family.
9. Please describe where the punch biopsy comes from, who takes out the stitches and whether this requires any payment. 
10. Please clarify the length of tissue storage, and whether its use in any other studies not mentioned in current protocol will be subject to ethical review (and if the donors would be reconsented?)
11. Please state where the tissue will be stored? 
12. Please outline how participants will be notified of MH genetic findings. 
13. The Maori cultural tissue/genetic statement is incomplete. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
. 
14. Please add a risks/benefits section.
15. Please add an ACC statement to cover the additional non SOC punch biopsy of skin. The Committee suggested the following statement: “If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.” 
16. On page 2 please correct the typo where "Malignant Hyperthermia" pops up in a sentence where it does not belong.
17. Please state clearly that tissue samples may be sent overseas for research.
18. Please reformat to reduce the density of words, and introduce some white space.
19. Please identify a Maori health support contact (including name, position and contact details), and move all contact details to the end of the document (including HDEC/HDC and the researcher).

Decision 

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

· Please complete and submit an application for tissue bank form, following the instructions at https://ethics.health.govt.nz/guides-templates-forms/human-tissue-use-%E2%80%93-guidance/tissue-banks-%E2%80%93-guidance (Standard Operating Procedures for Health and Disability Ethics Committees paragraphs 236 & 237).
· Please submit a new peer review document. You may use the HDEC template (available at https://ethics.health.govt.nz/guides-templates-forms-0) (Ethical Guidelines for Interventional Studies paragraph 5.11).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Mr John Hancock and Mrs Stephanie Pollard.




	 5  
	Ethics ref:  
	19/NTB/19 
	 

	 
	Title: 
	Safety of hysterosalpingography using Lipiodol in women and offspring  
	 

	 
	Principal Investigator: 
	Professor Paul Hofman 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Doctor Jane Peart and Doctor Divya Mathews were present in person 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 application involves 5 different sub-studies. The common theme is looking at whether excess iodine enters the maternal circulation after a routine hysterosalpingogram (HSG) with lipiodol (or with the more experimental "uterine bathing" with lipiodol in the case of Study B) and how this affects maternal thyroid function during and after pregnancy, neonatal thyroid function at days 2 and 7, and the brain function of children 6-16 years after they were conceived following a HSG-lipiodol procedure. All the studies are observational (taking measures in women who have had the need for an HSG or “uterine bathing” with lipiodol to treat infertility, predetermined by their clinician
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 whether there may be a conflict of interest between the researchers in their capacity as investigators and as radiologists, due to the high fees charged to patients and the protocol statement that that they would ask clinicians to refer participants to the private radiology group where they work. The researchers responded that this was not their intention; they would also work with other radiology groups and would encourage them to do the hysterosalpingograms.They offered to change the wording in the protocol to reflect this.

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 possibility of coercion, given that the researchers were offering free treatment to people needing a very expensive procedure, thereby influencing those who are unable to afford the treatment to participate in the study. The Researchers clarified that they would only offer participation into the study to individuals who have already applied for the procedure, and are therefore willing to have the procedure at the standard cost. However, the Committee noted that the compensation needed justification; compensation should be for time and effort or for costs incurred that would not be incurred with the standard of care. Consequently, they requested that the Researchers consider how the compensation may be justified and ensure that the amount reflects that justification.
4. The Committee asked about the governance protocol for the database for the heel-prick test in study 3. The Researchers could not say what governance regulations were in place, but agreed to report back on this.
5. The Committee noted the risk of stigmatisation in study 4 in assessing whether children of mothers with a raised TSH have impaired brain development. They recommended that the Researchers consult with Fertility NZ on this issue.
6. The Committee stated that Maori consultation is needed.
7. Due to the complexities of the different sub-studies and the different ethical issues involved, the Committee recommended that the Researchers withdraw their application and re-submit it in stages, possibly combining studies 1, 2 and 4 as together as prospective studies.

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

8. Please emphasize or make clearer to the reader the data on the fertility rate of HSG and uterine bathing in the first paragraph.
9. The Committee stated that parents cannot be asked to consent for their children before those children are born. Please amend the PIS/CF for study 5 to allow parents to re-consent when their child is born.
10. Please include Maori health support contact details.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards:

· Payments or free health services should not be of such value that they induce prospective participants to consent against their better judgement. Risks involved in participation should be acceptable to participants even in the absence of any inducement (Ethical Guidelines for Interventional Studies paragraph 6.35).
· The use of data must be governed by standards or requirements which ensure that investigators maintain confidentiality of patient data (Ethical Guidelines for Interventional Studies paragraph 5.40).
· Research should be designed so as to avoid the possibility of stigmatisation of study participants (Ethical Guidelines for Interventional Studies paragraph 7.13).
· Research involving Maori participants should be developed in consultation with a Maori representative (Ethical Guidelines for Interventional Studies paragraph 4.9).
 

	6  
	Ethics ref:  
	19/NTB/24 
	 

	 
	Title: 
	CS1003 in Subjects with solid tumours 
	 

	 
	Principal Investigator: 
	Dr Matthew Strother 
	 

	 
	Sponsor: 
	CStone Pharmaceuticals (Suzhou) Co.Ltd 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Dr Matthew Strother was present by teleconference 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

A Phase 1B dose finding and cohort expansion study of another PD-L1 checkpoint inhibitor for a collection of solid tumours, choosing participants who have advanced local or metastatic disease and few/no other options, but with amendments the cohort could be expanded over time.

Summary of resolved ethical issues 

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

1. The Committee requested an insurance certificate specific to the study protocol. 

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

2. Please make a separate heading for “blood tests”, and on the following page “other medications”.
3. Please remove the option to inform the patient’s GP of their participation in the study.
4. Pregnant partner PIS: please add another consent box for the mother to sign once the baby is born.
5. Please remove any technical language from the summary of study.
6. Please clarify what the optional biomarker PIS/CF is for, and if there is future unspecified research.
7. Please identify the study sponsor and their address on the front page header.

Decision 

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

· Please submit a protocol-specific insurance certificate (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 150.2).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22)
This following information will be reviewed, and a final decision made on the application, by Miss Tangihaere Macfarlane and Mrs Jane Wylie




	7  
	Ethics ref:  
	19/NTB/27 
	 

	 
	Title: 
	PREP2 VIP 
	 

	 
	Principal Investigator: 
	Associate Professor Cathy Stinear 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 



Olivia Norrie was present in person 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 mixed methods observational study of 120 people who are in Auckland Hospital after a stroke and who, as standard of care, have an outcome predictor tool (PREP VIP) applied and an algorithm spits out a prediction of upper limb recovery down the track. This quantitative part of study seeks to validate the tool when it is used by clinicians rather than the researchers who developed it. Clinical data collected may also enable the tool to be tweaked to better predict the outcome. The primary outcome is the correlation between the prediction (one of 4 categories) and the actual outcome as measured by the ARATS tool which places participants into one of the 4 actual categories at 12 weeks. The qualitative part of the study gets interview feedback from 20 of the participants and their families, and the therapist who gives the patient their predicted outcome on how the prediction- delivery session went- a few days later and out to 6 months later.

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 would assess patients’ ability to consent. The Researchers clarified that the clinicians would inform them as to whether they believe the patients have the ability to consent, with the aid of a speech therapist to assess comprehension as well as an occupational therapist to assess cognitive ability.
3. The Committee noted that an action plan should be included in the protocol in the event that a participant answers positively to the self-harm questions in the PHQ9 questionnaire. The Researcher stated that they have such a plan, and the Committee requested that it be included in the protocol and any possible referrals to the participant’s GP or other relevant person be mentioned in the PIS.

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 expressed their concern for the inequity of compensation given to stroke victims, their families, and clinicians. They requested that the compensation be adjusted to provide equity.
5. The Committee requested a home-visit safety protocol.

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

6. Add a yes/no tick box to the consent form for the audio recording of the prognosis-delivery session. 
7. Add the length of time data and audio recordings will be stored.
8. Please adjust wording in the consent form for those who will provide verbal informed consent: the “third party” should be described as a “witness to verbal informed consent”. 
9. Please provide guidelines about how the 20 qualitative substudy participants will be selected so that those who agree in principle to do this are aware they may not be asked and why this is.
10. Add that Harry Jordan is using some of the results from the study for his PhD.
11. On the PIS, please reword "you may have your data withdrawn from the study within three months of your participation" so that it reads that the participant may withdraw their data from the research.
12. On the consent form, please reword "I can stop the research at any time" to indicate that they can withdraw from the research at any time.

Decision 

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

· Please provide an updated version of the protocol, amended to include more equitable compensation to study participants (Ethical Guidelines for Interventional Studies paragraph 4.5).
· Please include a home-visit safety protocol, including tikanga Maori (Ethical Guidelines for Interventional Studies paragraph 5.39).
· Please include a safety response plan in either the protocol or home-visit safety protocol for the event that a participant answers positively to the self-harm questions in the PHQ9 questionnaire, and outline what action may be taken in the participant information sheet. (Ethical Guidelines for Interventional Studies paragraph 5.4)
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Mrs Kate O’Connor and Mrs Nora Lynch.



	8  
	Ethics ref:  
	19/NTB/28 
	 

	 
	Title: 
	MelEpiResponse 
	 

	 
	Principal Investigator: 
	Professor Michael Eccles 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Professor Michael Eccles was present in person 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 an observational cohort study of participants with advanced (Grade 3 or 4) melanoma. The purpose is to try and determine epigenetic markers which could have predicted which of them would respond to treatment, and also identify other markers which could have 'measured' how effective the treatment was proving to be early on in the course. The current standard of care treatment is expensive with many and frequent side effects, is lifesaving for ~ 1/3 patients, but destroys the quality of remaining life for many others. The study involves gaining permission to access stored tissue, any new clinically needed biopsy remnants and periodic blood samples over 3 years. Concomitantly, researchers will be given updates on clinical response and survival. All this will eventually be put together to hopefully produce genetic and biochemical profile/s of potential responders, and actual responders during early treatment.

Summary of resolved ethical issues 

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

2. The Committee stated that the Auckland Regional Tissue Bank Consent Form has several features which are not ideal: it should not collect ethnicity data, and should not require withdrawal of consent to be made in writing.
3. The Committee recommended that ethnicity data be collected.

Summary of outstanding ethical issues

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

4. The Committee requested a separation between the current study and the future storage of tissue for Dunedin participants, to allow for the establishment and approval of a tissue bank.

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

5. Please create a separate ‘future use of tissue for research’ (FUR) PIS for the participants in Dunedin, and state that tissue samples collected will be stored in the research lab for the duration study, with the plan to move it to an approved tissue bank.
6. Please create a separate consent form for the Dunedin participants, to consent to the storage of their tissue samples in an approved tissue bank. Please state that they will be updated of the location of the tissue bank once it is formed, and if that does not eventuate then their samples will be respectfully disposed of or returned if they choose.
7. In the Otago University PIS/CF:
· Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, that is a participant could select ‘no’ and still participate in the study.
· Please remove the area allowing others to consent on behalf of the participant (this is not possible in New Zealand).
· Please state clearly the length of time for which patient information will be monitored, ensuring that this is reflected in the protocol
· Please remove the statement in the information sheet that refers to the signature panel in the consent form (also remove this) asking whanau to agree to the participant’s participation.
· Please re-title the heading labelled “Considerations for Māori donors?” as “Cultural statement”.
8. In the Otago University FUR PIS:
· Please clarify what is being sent overseas, where it will be stored, and whether and how it will be disposed of or returned.
· The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
· Please add a section outlining that participant information will be retained for future unspecified use indefinitely, and outline the potential risks.
9. In all forms, please state who your sponsor is.



Decision 

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

· Please update the protocol and PIS forms to separate the present study, whereby tissue will be stored for the duration of the study for Dunedin participants, and the future storage of tissue in an approved tissue bank for those same participants (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 233).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Miss Tangihaere MacFarlane and Mrs Leesa Russel.
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	Ethics ref:  
	19/NTB/30 
	 

	 
	Title: 
	Women's experiences of using Virtual Reality in labour 
	 

	 
	Principal Investigator: 
	Ms Lorna Massov 
	 

	 
	Sponsor: 
	Victoria University of Wellington 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Ms Lorna Massov and her PHD supervisor were present by teleconference 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 3 part mixed methods study of the use of a Virtual reality device in pregnant women and women in labour, with a postpartum interview with the women who have used it in labour. The purpose of the device is to provide nonpharmacologic analgesia. This is a PhD project from a practising midwife.

Summary of resolved ethical issues 

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

2. The Committee asked why only a PIS for the participants going into labour had been submitted. The Researcher responded that the first and third phases of the study had been submitted separately and were out of scope for HDEC review.
3. The Committee expressed concern at the potential of an order-effect between the treatment and control periods and suggested randomization of order be introduced.. It was also suggested a wash-out period be used to allow any residual effect of VR to dissipate before the Control period begins. The Researcher said she would consider this.
4. The Committee expressed concern at the potential for results to be skewed by the use of analgesics by the mothers during labour, and by their ability to use the VR headset between the randomization periods. The Researchers stated that they would look at the methods used in a previous study of VR in labour for guidance.
5. The Committee stated that an ethical issue for Maori is the VR headset being worn on the head, which is Tapu. The Researchers agreed to discuss this issue with their advisory group.

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 questioned the justification for the demographic and comorbidity data being collected. They suggested broadening the scope of the data, including measures such as anxiety.
7. The Committee noted that concerns regarding the limitations of data and threats to validity had been raised in the peer-review process, but it was not clear that the protocol had been sufficiently amended to resolve these.

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

8. Please make clear to the reader that you are asking them to potentially take part in all three phases of the study, but that you will be also recruiting new participants at each phase.
9. Please change the sentence on page 1 “the focus of this research has come about due to concerns about the use of pharmacologic methods of pain relief in labour…”. Replace it with “we are doing research to explore non-pharmacologic analgesia in labour as an alternative to other measures”, or a wording of similar effect. 
10. Please edit the section titled “what is the purpose of the study?”, reducing enthusiasm and removing any statements which may not be accurate. Please also add that the study is part of a PhD.
11. On the second page you say the participant is going to provide feedback on their experience. Please remove that from this PIS.
12. Please reword to remove the first person "I" references – “I ask you” is too personal and could be considered coercive.
13. Add that data will be stored for 10 years. 
14. Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, that is a participant could select ‘no’ and still participate in the study. 
15. As part of the “what will my participation entail”, the PIS/CF should reflect that you will be collecting some demographic information and will ask them to fill out a related form section. Likewise with HR/BP measurements for the study or used in the study. 
16. The PIS/CF should say what kind of VR video might be used, i.e. a short video of walking in a park, etc. 
17. Add the role/position of Cheryl Goodyear at CCDHB as well as a phone number.
18. Please mention that you’re using a case-report format, which is potentially identifiable despite the use of an alias.
19. Replace any jargon that may be inappropriate for a lay reader, such as ‘Numerical Verbal Reporting Scale’ with something simpler.
20. In the section “what happens after the study…”, please advise that there will be an option to receive a lay summary of the dissertation, and that participants may choose this on the consent form.
21. Add that you will be collecting blood pressure measurements.
22. Please explain that the Researchers will be present during labour only to take measurements and will not control the level of pain relief provided, and that the participant may ask you to leave the room at any time.
23.  Please consider adding a picture of the headset in the PIS?

Decision 

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

· Please amend the protocol to resolve the concerns regarding the validity of data raised in the peer-review process, or submit a cover letter justifying the current protocol against the peer reviewer’s concerns. (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee as well as any changes made to the protocol (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Ms Kate O’Connor and Dr Nora Lynch 
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	Ethics ref:  
	19/NTB/31 
	 

	 
	Title: 
	A study assessing the similarity of different formulations of E0302 
	 

	 
	Principal Investigator: 
	Dr Christian Schwabe 
	 

	 
	Sponsor: 
	Eisai Co. Ltd 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 



Dr Christian Schwabe was present by teleconference 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 low risk phamacokinetic phase 1 study of 3 new slow release forms of Vitamin B12 compared against each other and against an existing immediate release formulation made by the same company. The end game is a once daily tablet for the Chinese market instead of the3 x daily tablet. This is only a pilot study to explore pharmacokinetics. The immediate release form contains 1/3 of the amount of the slow release form.

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 participants were only ethnic Chinese. The researcher explained that the new formulation will be used in China. 


3. 

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

4. Please only include claims for the efficacy of B12 that are accurate.
5. On page 5, please clarify the dietary requirements of participants and what foods they need to avoid.
6. Please be clearer about why you are only enrolling Chinese participants, to avoid wrong conclusions being drawn.
7. For the advertising material: 
· Please remove all enticing language, and do not lead with the reimbursements. Remove options 4 and 5.
· Website advertisement: include the definition of Chinese as having 4 grandparents who are Chinese.
8. Pregnant partner PIS: 
· Please expand the information about data and rights.
· Make a separate box for consent to access information on the chid after he/she is born.
9. Please make clear who the sponsor is and add their address on the front-page header of all PIS forms.
10. Please remove the statement that you may stop the study “for any reason”.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).
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	Ethics ref:  
	19/NTB/22 
	 

	 
	Title: 
	Deeper OUS 
	 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 February 2019 
	 


 
Associate Professor Andrew Holden and two research staff were present in person 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 study of a device (Temporary Spurred Stent) for use as an add-on to treatment with a drug-eluting balloon (SOC) for dilation of below-knee artery narrowing in people with claudication and/or critical limb ischaemia. There has already been a N=23 person study of the device in the Dominican Republic which entered the last subject in May 2018 and is now nearing the end of the 12 month follow-up.

Summary of resolved ethical issues 

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

2. The Committee questioned the lack of a control group for a phase 2 study. The Researchers explained that the study should really be considered as a phase 1b study, as the device has been modified since the phase 1 study.
3. The Committee asked what mechanisms of reporting of adverse events would be used. The Researchers explained that NZ regulations do not require the reporting of adverse events for studies of new medical devices, but that they do frequently notify MedSafe of their studies. The Committee encouraged reporting to MedSafe.

Summary of outstanding ethical issues

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

4. The Committee requested a charter for the independent data monitoring committee and clinical ethics committee.
5. Please confirm that the peer reviewer is independent to this study and has no conflicts of interest with respect to the sponsor company.
6. The Committee stated that the sponsor insurance certificate needed to be specific to this study.

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

7. Please remove the claim on page 1 that the study device cannot be removed once implanted.
8. The Committee requested the compensation wording is updated for accuracy, they suggested the following text: 	
As this research study is for the principal benefit of its commercial sponsor [insert name], if you are injured as a result of taking part in this study you won't be eligible for compensation from ACC. 
However, [insert name] has satisfied the [ insert name] Health and Disability Ethics Committee that approved this study that it has up-to-date insurance for providing participants with compensation if they are injured as a result of taking part in this study. 
New Zealand ethical guidelines for intervention studies require compensation for injury to be at least ACC equivalent. Compensation should be appropriate to the nature, severity and persistence of your injury and should be no less than would be awarded for similar injuries by New Zealand's ACC scheme.  
Some sponsors voluntarily commit to providing compensation in accordance with guidelines that they have agreed between themselves, called the Medicines New Zealand Guidelines (Industry Guidelines).These are often referred to for information on compensation for commercial clinical trials. There are some important points to know about the Industry Guidelines:
· On their own they are not legally enforceable, and may not provide ACC equivalent compensation. 
· There are limitations on when compensation is available, for example compensation may be available for more serious, enduring injuries, and not for temporary pain or discomfort or less serious or curable complaints.  
· Unlike ACC, the guidelines do not provide compensation on a no-fault basis:
· The Sponsor may not accept the compensation claim if:
· Your injury was caused by the investigators, or;
· there was a deviation from the proposed research plan, or;
· Your injury was caused solely by you.
· The injury was caused by <<NAME OF COMPARATOR DRUG>> (include only if holds true for specific study)
An initial decision whether to compensate you would be made the by the sponsor and/or its insurers.  
If they decide not to compensate you, you may be able to take action through the Courts for compensation, but it could be expensive and lengthy, and you might require legal representation.  You would need to be able to show that your injury was caused by participation in the trial.
You are strongly advised to read the Industry Guidelines and ask questions if you are unsure about what they mean for you.
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won't affect your cover.
9. Please move the optional OCT sub-study into a brief but separate PIS. The Committee suggested that the two could be kept on the same sheet until the quota for the OCT sub-study is filled, at which point it would be removed. Further information can be found on the HDEC website at https://ethics.health.govt.nz/guides-templates-forms-0/human-tissue-use-%E2%80%93-guidance/use-tissue-and-informed-consent-%E2%80%93-guidance.

Decision 

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

· Please submit a charter for the data safety monitoring committee (Ethical Guidelines for Interventional Studies paragraph 6.60).
· Please confirm that the peer reviewer is independent to this study and has no conflicts of interest with respect to the sponsor company (Ethical Guidelines for Interventional Studies appendix 1).
· Please submit a protocol-specific insurance certificate (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 150.2).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Mr John Hancock and Mrs Stephanie Pollard.



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:
	2 April 2019

	Meeting venue:
	Ministry of Health, 650 Great South Road, Penrose, Auckland



	The following members tendered apologies for this meeting.

3. Problem with Last Minutes

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

The meeting closed at 5:15pm.
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