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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	10 October 2017

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	Time
	Item of business

	11:30am
	Welcome

	11:35am
	Confirmation of minutes of meeting of 12 September 2017

	11:45am
	New applications (see over for details)

	11:45am
	  i 17/STH/173
  ii 17/STH/178
  iii 17/STH/186
  iv 17/STH/187
  v 17/STH/188
  vi 17/STH/190
  vii 17/STH/191
  viii 17/STH/196
  ix 17/STH/197

	3:30pm
	General business:
· Noting section of agenda

	3:45pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Apologies 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Anna Paris 
	Lay (other) 
	24/08/2017
	24/08/2020
	Present 



 

Welcome

The Chair opened the meeting at 11:30am and welcomed Committee members, noting that apologies had been received from Associate Professor Mira Harrison-Woolrych.

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 12 September 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/STH/173 

	 
	Title: 
	Ketamine in elderly patients suffering from depression  

	 
	Principal Investigator: 
	A/Prof Yoram Barak 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2017 


 
A/Prof Yoram Barak 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 pilot project of subcutaneous ketamine in elderly patients suffering from depression.
2. Approximately 24 patients will be recruited in New Zealand. 

Summary of ethical issues (resolved)

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

3. The Committee asked about the makeup of the Data Safety Monitoring Committee. The Researcher explained that the committee would be made up of themselves and an independent clinician.
4. The Committee asked for the rationale for the move to higher doses of ketamine in the second phase of the project, without assessing those dose levels in phase I. The Researcher explained that they believe the doses are safe and that an individual dose titration model is best.
5. The Committee noted that previous evidence has indicated that side effects increased as the dose of the drug was increased. 
6. The Committee asked if it was possible for patients to remain overnight if they were not ready to go home following dosing. The Researcher stated that they would be able to remain.
7. The Committee asked who would be making the initial study approach to patients. The Researcher explained that research nurses would make the approach, not anyone involved with the project. 

Summary of ethical issues (outstanding)

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

8. The Committee had multiple concerns over the design of the study and stated that commonly found features of robustly-designed studies, such as structured dose escalation and dose intervals, were missing. Please justify how not including these features will ensure robust results and participant safety. (Ethical Guidelines for Intervention Studies para 3.5).
9. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
10. The Committee had concerns about patients having to make their own transport arrangements. Please provide taxi vouchers or reimburse reasonable travel costs such as parking and petrol. (Ethical Guidelines for Intervention Studies para 4.5).
11. The Committee asked that more specific exclusions and stopping criteria be included in the protocol, and where appropriate, the participant information sheet. (Ethical Guidelines for Intervention Studies para 5.41).
12. The Committee asked if patients who are unable to provide informed consent would be included in the study. The Researcher stated that they would not. The Committee asked that this be listed as an exclusion criteria in the study protocol. (Ethical Guidelines for Intervention Studies para 4.5).
13. Please provide further evidence of favourable independent peer review of the study protocol, once the problems outlined in bullet 8 of these minutes have been addressed. (Ethical Guidelines for Intervention Studies Appendix 1)

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

14. Please include information on the stopping criteria where appropriate.
15. Include more information on risks associated with the study. This includes that there is no information on safety and tolerability in the elderly, no pharmacokinetics information on elderly patients, and that there is a risk of cystitis. Please state no information exists where there is no data and include incidence and severity of risks where data exists.
16. Include information on concomitant medications that may interact adversely with ketamine.
17. Remove the statement about feeling benefits within one hour of treatment as this may be considered leading.
18. Mention that data will be available for future research and seek consent for this.
19. Mention that standard care and support is available as an alternative to study participation.
20. Include that participants can bring a support person with them to study appointments.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please amend the study protocol taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
· Address how the burdens on participants will be minimised. (Ethical Guidelines for Intervention Studies para 4.5).
· Explain how common features of robustly designed trials which are absent from this study will not adversely affect the validity and safety of the project. (Ethical Guidelines for Intervention Studies para 3.5).

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Idoine and Dr Sarah Gunnngham

	 2  
	Ethics ref:  
	17/STH/178 

	 
	Title: 
	Renal Pharmacodynamics of Lithium and Amiloride in Healthy Volunteers 

	 
	Principal Investigator: 
	Professor Rob Walker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2017 



Professor Rob Walker 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. The study investigates the pharmacodynamics of amiloride and lithium in healthy volunteers.
2. The study aims to evaluate the effect of lithum on resting electroencephalogram, to evaluate the safety and tolerability of the study drugs in volunteers, and to evaluate the influence of lithium alone or in conjunction with amiloride in healthy volunteers.

Summary of ethical issues (resolved)

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

3. The Committee noted this design was a repeat of an earlier project with similar medications. 
4. The Committee noted that kidney injury is not always reversible and asked what risks were posed to volunteers. The Researcher explained that current data shows that long term damage is reversible if addressed in the first 12 months and 40% of long term patients do not experience side effects. Short term exposure to the drug is low risk.

Summary of ethical issues (outstanding)

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

5. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
6. The Committee requested that trial cards be provided for participants (Ethical Guidelines for Intervention Studies para 5.39).
7. The Committee asked that the researchers reconsider the amount of compensation for participation as it was very low relative to the requirements for participation. (Ethical Guidelines for Intervention Studies para 4.5).
8. Please provide more information on the peer review process, including what points were raised by reviewers and how they were addressed. (Ethical Guidelines for Intervention Studies Appendix 1)


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

9. Please use the HDEC standard wording for contraception. This can be found on the HDECs website.
10. Please check the PIS/CF for readability. The Committee stated that explanations are too complicated for lay persons and that acronyms should be avoided where possible. 
11. Clearly state the lifestyle restrictions for participants, for example alcohol restrictions.
12. Include information on what participants should do if they experience infection, vomiting or diarrhoea, as these may affect lithium levels.
13. Include information on what participants should do if they forget to take a dose, or inadvertently take too many tablets.
14.  Include information on what will happen to data or samples if a participant chooses to withdraw from the project.
15. Please list risk severity and rate of incidence of side effects under each drug in the risk section.
16. Explain that reimbursement figures are pre-tax and that these figures are based on contact hours.

Decision 

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

· Please provide more information on the peer review process, including what points were raised by reviewers and how they were addressed. (Ethical Guidelines for Intervention Studies Appendix 1)
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide trial cards for participants (Ethical Guidelines for Intervention Studies para 5.39).
· Please reconsider the amount of compensation for participation as it was very low relative to the requirements for participation. (Ethical Guidelines for Intervention Studies para 4.5).

This following information will be reviewed, and a final decision made on the application, by Dr Fiona McCrimmon and Dr Nicola Swain.

 

	 3  
	Ethics ref:  
	17/STH/186 

	 
	Title: 
	NHFO2: Algorithm study 

	 
	Principal Investigator: 
	Dr Irene Braithwaite 

	 
	Sponsor: 
	Fisher & Paykel Healthcare Limited 

	 
	Clock Start Date: 
	21 September 2017 



Dr Irene Braithwaite 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.

[bookmark: _GoBack]This application was provisionally approved by consensus.


	 4  
	Ethics ref:  
	17/STH/187 

	 
	Title: 
	Promoting physical health for adolescents with mental health illness. 

	 
	Principal Investigator: 
	Ms Barbara Loomes 

	 
	Sponsor: 
	Eastern Institute of technology 

	 
	Clock Start Date: 
	21 September 2017 


 
Ms Barbara Loomes 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. The study investigates the physical health needs of adolescent inpatients within a mental health service. It seeks to identify what strategies can be employed to meet these needs.  
2. Participants will engage in one on one interviews or focus groups.

Summary of ethical issues (outstanding)

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

3. The Committee strongly suggested that the Researcher use the HDEC template information sheet and consent form as a starting point for these documents. The Committee stated that the current sheets are not adequate. Please redesign the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

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

4. Add a footer and page number to the information sheet and consent form.
5. Remove the statement beginning “To consider the…”
6. Do not use the EIT template and focus down the forms to cover the study procedures.
7. Use lay language rather than technical terms.
8. There is no need to thank participants in the information sheet and consent form.
9. Include that participants can withdraw if they wish.
10. Remove mentions about insomnia or obesity.
11. Remove references to academic publications.
12. The Committee requested the compensation wording is updated for accuracy, they 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.”
13. The Committee stated that the parental information sheet is not required as participants will provide their own informed consent. Parents can read the same sheet if they require information. 
14. Please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state.
15. Please include how long focus groups will run for.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Idoine and Dr Mathew Zacharias.

 

	 5  
	Ethics ref:  
	17/STH/188 

	 
	Title: 
	Understanding the pathology of ME/CFS  

	 
	Principal Investigator: 
	Professor Warren Tate 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	28 September 2017 


 
Professor Warren Tate 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. The study looks to understand the pathology of myalgic encephalomyelitis or Chronic Fatigue Syndrome and to develop a diagnostic blood test.

Summary of ethical issues (resolved)

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

2. The Committee noted that some tissue that was being sent overseas may be from individuals who it is no longer possible to seek informed consent from. The Committee noted that informed consent should be sought wherever possible but that in the cases of individuals who are unable to be re-consented, tissue should not be sent overseas.

Summary of ethical issues (outstanding)

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

3. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)
4. Please provide the specific details of the HDEC-approved tissue bank that the tissue collected for future unspecified research will be held in. This includes the HDEC reference number for the tissue bank. 
5. Please provide evidence of favourable Māori consultation for this project.

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

6. Change the term molecules to something more appropriate in the information sheet. This needs to adequately explain the project but remain lay-friendly. If genetic or genomic analysis is potneitally to be undertaken, this must be explicitly stated with a lay description of what genetics / genomics is.
7. Increase the size of the study title in the ICF.
8. The new information sheet and consent form needs to distinguish between pre-existing consents and consent for new procedures. 
9. Information and consent for future unspecified use of tissue needs to be in a separate, distinct information sheet and consent form.
10. Remove pregnant partner risks from the information sheet as this is a blood draw only.
11. Provide a third information sheet for the third cohort that explains that samples will be sent overseas.
12. Change the statement that ethical consent has been given by an HDEC to “This study has been approved by the Southern Health and Disability Ethics Committee” and provide the reference number alongside this.
13.  Include the specific requirements of the exercise test.
14. Please provide suitable information sheets and assent forms. This includes an information sheet and assent form for children. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance.
15. 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 all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/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.”

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)
· Please provide evidence of Māori consultation. committee (Ethical Guidelines for Observational Studies para 4.4)
· Please provide the details of the HDEC-approved tissue bank that tissue kept for future unspecified use purposes will be held in. This does not apply for tissue sent overseas. (HDEC SOPS section 13)


This following information will be reviewed, and a final decision made on the application, by Dr Fiona McCrimmon and Dr Sarah Gunningham.

 

	 6  
	Ethics ref:  
	17/STH/190 

	 
	Title: 
	A Randomized, Double-blind, Placebo-controlled Phase 2 Study to Evaluate the Testicular Safety of Filgotinib in Adult Males with Moderately to Severely Active Ulcerative Colitis 

	 
	Principal Investigator: 
	Dr.  Benjamin  Griffiths 

	 
	Sponsor: 
	Gilead Sciences, Australia & New Zealand 

	 
	Clock Start Date: 
	28 September 2017 



Dr Benjamin Griffiths was not 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. The study is a randomized, double­blind, placebo­controlled phase 2 study to evaluate the testicular safety of filgotinib in adult males with Moderately to Severely Active Ulcerative Colitis. 
2. 250 males aged 22 to 55 years old will be recruited worldwide, with 2 in New Zealand.

Summary of ethical issues (resolved)

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

3. The Committee queried why participants could not decide for themselves whether to remain on study drug if they were found to have a significantly reduced sperm count. The researcher explained that one of the aims of the study was to assess to what extent and how rapidly sperm counts recovered after stopping filgotinib, so participants did need to discontinue study medication. 

Summary of ethical issues (outstanding)

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

4. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
5. The Committee stated that if bloods were being retained after the project then this would be considered future unspecified research and that suitable information sheets and consent forms would need to be provided. (Ethical Guidelines for Intervention Studies para 5.41)
6. The Committee stated that partner pregnancy information will need to be delivered to participants in a compassionate way before participants read it in the information sheet. (Ethical Guidelines for Intervention Studies para 5.41)



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

7. Add a lay friendly title for the project.
8. Please use the reproductive risks template found on the HDECs website.
9. Use lay terms such as blood test or medical history.
10. Check the information sheet and remove any double ups of information.
11. Include information about any washout period for surgery in the information sheet.
12. Make it very clear that blood samples will be sent overseas and include where these will be sent. Including the address of the facility where they will be sent.
13. Please include what the long term extension phase of the project will require for participants – such as frequency and number of visits.
14. Pregnant Partner Form: please moderate statement about birth defects, this is likely to cause significant distress to women who are already pregnant and should instead be discussed face-to-face.
Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please amend the study protocol taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)

This following information will be reviewed, and a final decision made on the application, by Dr Anna Paris and Dr Nicola Swain


	 7  
	Ethics ref:  
	17/STH/191 

	 
	Title: 
	Medtronic TAVR in Low Risk Patients 

	 
	Principal Investigator: 
	Dr Sanjeevan Pasupati 

	 
	Sponsor: 
	Medtronic Australasia Pty Ltd 

	 
	Clock Start Date: 
	28 September 2017 


 
Dr Sanjeevan Pasupati 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. The study investigates the safety and effectiveness of the Medtronic Transcatheter Aortic Valve Replacement (TAVR) in patients with severe aortic stenosis who are at low risk from surgical aortic valve replacement or open heart surgery. 
2. 15 participants will be recruited in New Zealand out of 1200 recruited globally.

Summary of ethical issues (resolved)

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

3. The Committee noted that the Co-ordinating investigator is experienced at performing the surgical technique.
4. The Committee asked what procedures are in place to check for pregnancy before or after the study. The Researcher explained that there are pregnancy tests before the study and a test the day before the surgery.

Summary of ethical issues (outstanding)

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

5. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
6. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)


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

7. Please create a lay-friendly title for the participant information sheet. 
8. Remove acronyms and explain full terms e.g. replace TAVR with Transcatheter Aortic Valve Replacement.
9. Please check the information sheet for leading statements about the safety and efficacy of the TAVR device.
10.  Please better explain the “personal data used for…other business purposes” statement and consider rephrasing this. The statement should emphasise that this data will be de-identified.  
11. Please rephrase the statement about the CI being paid by TAVR companies. IT should explain that while he is paid by these companies he does not have a financial interest in the outcome of this study.
12.  Remove the statement ‘apparently’ from the impartial witness declaration.
13. Remove the reference to a legally acceptable representative as this is not allowed in New Zealand.
14. Change references to study subjects to study participants.
15. 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 all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/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.”

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable peer review for the project from a neutral third party. (Ethical Guidelines for Intervention Studies Appendix 1)

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Idoine and Dr Devonie Waaka. 

 

	 8  
	Ethics ref:  
	17/STH/196 

	 
	Title: 
	(duplicate) Clinical trial of oral vinorelbine to treat women with ectopic pregnancy 

	 
	Principal Investigator: 
	Dr Prathima Chowdary 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2017 


 
Dr Prathima Chowdary 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. The study is an early (phase II), unblinded, single-arm, proof-of-concept clinical trial to assess the safety, toxicity and tolerability profiles of oral vinorelbine as a treatment for women with ectopic pregnancies.

Summary of ethical issues (resolved)

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

2. The Committee queried if participants will have access to surgery or other standard care if they do not respond to the study drug. The Researcher explained that they would.


Summary of ethical issues (outstanding)

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

3. Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
4. The Committee stated that the retrospective review of patients who have received surgery should be made as a later amendment to the study protocol, rather than as a part of the current application. (Ethical Guidelines for Intervention Studies para 5.41)
5. The Committee stated that participants should have the option to be provided with a lay summary of study results, once these are available. (The HDC Code of Health and Disability Services Consumers' Rights Right 6.3.d & Ethical Guidelines for Intervention Studies para 5.41)


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

6. The Committee stated that the HDEC template must be used as the basis for the information sheet and consent form.
7. Make it clear that the study is first in human.
8. Check the forms for technical terms, jargon, and acronyms and replace with lay friendly language.
9. The Committee suggested that language from the protocol be used, as the explanations in the protocol are clearer.
10. Include that participant’s health records will be accessed.
11. Inform participants that they have the option to discuss their participation with their family/whānau or GP before enrolling.
12. 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 all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/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.”
13. Include that any data accessed and produced from the study will be de-identified.
14. Include what participants should do if they wish to withdraw from the study and explain how to do this. 
15. For the risks section of the study please use a table that lists risks by severity and rate of incidence. 

Decision 

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

· Please amend the study protocol taking into account the suggestions made by the Committee. (The HDC Code of Health and Disability Services Consumers' Rights Right 6.3.d & Ethical Guidelines for Intervention Studies para 5.41)
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Fiona McCrimmon and Dr Sarah Gunningham. 



	 9  
	Ethics ref:  
	17/STH/197 

	 
	Title: 
	The CHAmPION Randomised Pilot  

	 
	Principal Investigator: 
	Dr Helen Lindsay 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 September 2017 


 
Dr Helen Lindsay 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. The study is a single-centre, randomised, triple-blinded, trial comparing two methods of pain relief after major hepatobiliary and pancreatic (HPB) surgery.

Summary of ethical issues (resolved)

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

2. The Committee noted the high quality of the application.
3. The Committee noted that there are exclusion criteria in place to prevent vulnerable participants from being included in the study.

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

4. Add a lay friendly title that does not use acronyms. The Committee felt that the current version may be considered leading.
5. Include that participant’s GP will be informed. 
6. Please check that the photo and the labels are legible upon printing.

Decision 

This application was approved with non-standard conditions by consensus. The non-standard conditions are:

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

 

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:
	14/11/2-17

	Meeting venue:
	The Hunter Centre, 279 Great King Street, Opp Dunedin Hospital, Dunedin



	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 3:45pm.
	HDEC Minutes – Southern Health and Disability Ethics Committee – 10 October 2017
	Page 1 of 20





	HDEC Minutes – Southern Health and Disability Ethics Committee – 10 October 2017
	Page 20 of 20



image1.png
-

l and

. Disability
Ethics

g Committees




