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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	08 August 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 11 July 2017

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

	
	  i 17/STH/121
  ii 17/STH/124
  iii 17/STH/126
  iv 17/STH/127
  v 17/STH/129
  vi 17/STH/131
  vii 17/STH/135
  viii 17/STH/136
  ix 17/STH/137

	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 
	Present 

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

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017
	14/06/2020
	Present 


Welcome

The Chair opened the meeting at 11:30 am 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 11 July 2017 were confirmed.



New applications 

	 1  
	Ethics ref:  
	17/STH/121 

	 
	Title: 
	Genital findings and sexual assault 

	 
	Principal Investigator: 
	Dr  Bridget  Nicolson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 July 2017 



Dr Jeannie Oliphant 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

The study is a retrospective cohort study that investigates genital findings, including genital injury, in women presenting to Auckland Adult Sexual Assault Service. 
Approximately 500 cases will be analysed. Genital injury will be examined in relation to other variables of interest to uncover relationships between genital injury and these variables.

Summary of ethical issues (resolved)

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

The Committee asked if the project is a hospital project or a university project. The Researcher explained that it is a hospital project and involves the secondary use of health information without consent.
The Committee noted that this study involves the accessing and use of health information without consent and noted that it can only approve access to health information in this way if the Researchers meet the requirements laid out in The Ethical Guidelines for Observational Studies, Paragraph 6.43. The Researcher explained that to seek consent might prejudice the scientific value of the study as the records of those who do not consent would be excluded. Further there is risk of causing unnecessary anxiety to patients by approaching them for consent about a traumatic event.  In addition, accessing the records themselves would cause no disadvantage to the participants and the public interest in the study outweighs the public interest in privacy.



Summary of ethical issues (outstanding)

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

The Committee stated that the Researcher should seek Māori consultation for this project and that they need to be assured that Māori review has been sought before final approval can be given.
The Committee stated that the current peer review document was not enough and requested that the Researcher obtain further peer review. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)

Decision 

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

Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
Please provide evidence of Māori consultation and any documents that have been updated as a result of this.

This additional information will be reviewed, and a final decision made on the application, by the Secretariat. 


	 2  
	Ethics ref:  
	17/STH/124 

	 
	Title: 
	EXPERT: EXamining PErsonalised Radiation Therapy for low-risk early breast cancer 

	 
	Principal Investigator: 
	A/Prof Ian Campbell 

	 
	Sponsor: 
	ANZ Breast Cancer Trials Group Ltd (ANZBCTG) 

	 
	Clock Start Date: 
	27 July 2017 



Dr Melissa James 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

The study is a randomised controlled trial across 14 countries that investigates standard care: radiotherapy and hormones, against hormone-only treatment. 

Summary of ethical issues (resolved)

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

The Committee stated that it is very important that there is no compulsion in recruitment for this project, as the experimental arm of the trial involves the withholding of standard care, and queried if a clinician other than the researcher will make the initial recruitment approach. The Researcher explained that a surgeon will make the first approach and a radiation oncologist will explain the study. 
The Committee asked if there will be a chance to speak to the radiation oncologist before the initial approach is made. The Researcher confirmed that there would be this opportunity.

Summary of ethical issues (outstanding)

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

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 clarify if non-literate people would be excluded from the questionnaire. The Committee was concerned that this might diminish the results of the project. 
Remove Māori ethnicity as a vulnerability criterion this is not acceptable.
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: 

Please create a lay friendly title for the project. The current title and acronym are not sufficient.
Please remove the word expert from the title as it can be considered misleading.
Please make sure that the tense used in the information sheet is consistent.
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/whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
Clarify withdrawal procedures in the information sheet and consent form to include if data collected until withdrawal will be able to be removed and include this option in the consent form.
Include that ethical decisions about tissue collected for future unspecified use will be made by Australian HRECs not New Zealand HDECs and that there will not be Māori representation on these committees.

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).
Clarify if non-literate people being excluded from the questionnaire might prejudice the results of the project.
Remove Māori ethnicity as a vulnerability criterion.
Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)

This additional information will be reviewed, and a final decision made on the application, by Ms Raewyn Idoine and Dr Nicola Swain.


	 3  
	Ethics ref:  
	17/STH/126 

	 
	Title: 
	Staphylococcus aureus invasive infections in children 

	 
	Principal Investigator: 
	Dr  Emma  Best 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 July 2017 



Dr Emma Best 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

The study is a prospective multicenter study to analyse the epidemiology of staphylococcus aureus bacteraemia in children. Comorbidities, risk factors, disease spectrum, treatment, and outcome will all be analysed. 
The specific type of bacterium will also be analysed including resistance genes, type, and pathogenicity markers. 

Summary of ethical issues (resolved)

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

The Committee noted that this study involves accessing the health information of children without parental consent and asked how the Researchers believed they meet the criteria laid out in the Ethical Guidelines for Observational Studies, Paragraph 6.43 for use of health information without consent. The Researcher explained that the children involved in this project are likely to be critically unwell and that, in their experience, it is a very stressful time for parents.  Approaching parents at this time to seek consent to access health information about their children is likely to cause unnecessary anxiety for the parents.  Following on from that, if consent was required of parents in these circumstances, the scientific value of the study could be prejudiced.  IN addition, there will be no disadvantage to the children in accessing the health information and the public interest in the study outweighs the public interest in privacy. 
The Committee asked if the care given to children would be changed based on participation. The Researcher explained that it would not.
The Committee queried if any additional information would be collected beyond that collected as part of standard care. The Researcher stated that it would not.
The Committee queried why virulence factors would not be part of the New Zealand arm of this study. The Researcher explained that the facilities required to perform this kind of analysis do not exist in New Zealand.
The Committee asked how many patients in this project would be considered critically unwell. The Researcher stated that it would be at least 50%.
The Committee asked what data security procedures would be in place for the study. The Researcher explained that it would be on a password access only database.

Decision 

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

Please ensure adequate data security for the project. 
 

	 4  
	Ethics ref:  
	17/STH/127 

	 
	Title: 
	The Road to Equally Well 

	 
	Principal Investigator: 
	Ms Barbara Loomes 

	 
	Sponsor: 
	Eastern Institute of Technology 

	 
	Clock Start Date: 
	27 July 2017 



Ms Barbara Loomes was not 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

The study seeks to explore and suggest strategies for improving the physical health of adolescent Child and Family Mental Health Service inpatients.
Inpatients will be invited to a semi-structured focus group that explores their physical health needs and helps to develop strategies for them to improve their physical wellbeing.

Summary of ethical issues (outstanding)

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

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 independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
The Committee noted that required documentation was missing. Please provide suitable information sheets and assent forms. This includes an information sheet and consent form for parents of participants unable to provide informed consent, an information sheet and consent form for participants able to provide their own informed consent (this includes all participants aged 16 years or older and may include some younger participants if they are deemed competent), an information sheet and assent form for children, and a very simple information sheet and assent form for young children that should very simply explain their participation in the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance.  
The Committee were not reassured that confidentiality will be maintained as the low numbers of participants in this project will make it significantly easier for participants to be identified, even by anonymous transcripts. (Ethical Guidelines for Observational Studies para 4.13)
The Committee queried if any participants in this study would be under the Mental Health Compulsory Assessment and Treatment Act 1992 and stated that they must be reassured that restrictions placed on the recording of persons under this Act will be upheld.
Please provide evidence that formal Māori consultation has or is being sought. 
The Committee noted that the decision regarding a participant’s ability to give full informed consent must be made by an appropriately qualified clinician, and that decision should be formally noted. Please clarify in the protocol
Amend the protocol to state that all health information generated by this study will be held for 10 years, as required by New Zealand law. 
The Committee had concerns that EIT had provided approval for this project as it is not clear that the EIT ethics committee is accredited under the Health Research Council to approve health research.


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

Please create a title that better communicates the purpose of the project to participants.
Please remove the first sentence from the information sheet.
Please remove template sentences from the information sheet.
Pease move committee approval numbers to the end of the information sheet.
Include an explanation of the rationale and background of the project in the information sheet.
Clarify if one or two interviews will occur as it is unclear.
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.”
Please include a safety statement in the information sheet that includes what procedures are in place to ensure the wellbeing of participants.
Clarify the timeline for withdrawal of data from the project. Please state whether individual’s contributions to transcripts can be withdrawn until analysis has begun.

Decision 

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

There were significant issues with the information sheet and assent forms that presented a barrier to full informed consent. (Ethical Guidelines for Intervention Studies para 6.22).
There was no evidence of independent peer review of the project. (Ethical Guidelines for Intervention Studies Appendix 1)
There was no evidence that appropriate Māori cultural consultation had occurred. (Ethical Guidelines for Intervention Studies paras 4.3 – 4.6).
The Committee had concerns that the confidentiality of participants could not be maintained due to the low numbers of participants. (Ethical Guidelines for Observational Studies para 4.13)
The Committee seek reassurance that the legal requirements of the Mental Health Compulsory Assessment and Treatment Act 1992 will be met. (Ethical Guidelines for Observational Studies para 1.9)
The retention of any health information produced by this project must be in line with the 	requirements laid out by the Health (Retention of Health Information) Regulations Act 	1996. (Ethical Guidelines for Observational Studies para 1.9) 

	 5  
	Ethics ref:  
	17/STH/129 

	 
	Title: 
	The ROAM trial 

	 
	Principal Investigator: 
	Dr Melissa James 

	 
	Sponsor: 
	TROG Cancer Research 

	 
	Clock Start Date: 
	27 July 2017 



Dr Melissa James 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

The study is a multicenter, open-label, two arm, parallel, randomised controlled trial of early radiotherapy versus observation only.
There will be ten participants 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.

The Committee asked for the rationale for the study. The Researcher explained that there is no evidence-based standard of care for medium risk meningiomas.
The Committee noted that the participant information sheet was of very high quality. 

Summary of ethical issues (outstanding)

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

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).

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

Please clarify the procedures around future unspecified use of tissue. Is the first tissue collection mandatory and the second for future unspecified research?
Please check the information sheet for medical terminology that can be substituted for lay terms.
Please remove Gy when talking about amount of radiation as lay participants will not understand this.

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 Dr Mathew Zacharias and Dr Fiona McCrimmon.

	 6  
	Ethics ref:  
	7/STH/131 

	 
	Title: 
	The effectiveness of micronutrients as a treatment for anxiety and depression 

	 
	Principal Investigator: 
	Ms Meredith Blampied 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 July 2017 



Ms Meredith Blampied 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

The study is a randomised controlled trial of micronutrients versus a placebo. Participants will be randomised to one arm for ten weeks before a further ten week open label period. 
Participants will be followed up for ten weeks after the open label phase.
200 participants with symptoms of anxiety or depression will be recruited for this study and randomised to each arm at a 1:1 ratio.

Summary of ethical issues (resolved)

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

The Committee queried what the cut-off for anxiety and depression is for this project as this would present an issue for generalisability. The Researcher explained that they have concerns over the standard questionnaire used for these measures and would be using the ones they use in their everyday practice.
The Committee asked who applies the exclusion criteria to potential participants. The Researcher explained that a GP would apply these and that any decisions not to include a volunteer would be reviewed by another clinician.

Summary of ethical issues (outstanding)

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

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 SCOTT review for this project(Ethical Guidelines for Intervention Studies Appendix 1)
The Committee had concerns about the implications of excluding volunteers following a single phone call. Please provide more information about how this will be managed.
The Committee stated that consent needs to be in writing, in line with the Health and Disability Commissioner’s Code of Rights.
Please include safety as an outcome and address why suicidal individuals would be withdrawn from data analysis as this will skew the results.
The Committee queried the lack of a washout period before crossover. Please address how this will not affect the value of the study.
The Committee noted that the questionnaire on depressive symptoms relates to prescribed antidepressant and that questions will not relate to this class of drug. Please provide the modified questionnaire that will be used in the project.


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

Clarify that references to anxiety and depression relate to symptoms and not diagnosis.
Remove or amend the sentence that discusses the ‘product we are researching’ as it could be considered a leading statement as it relates to single nutrient research.
Please include risks in the risk section and do not state that there are no side effects. 
Remove statements about the safety of the medicine as this is not yet demonstrated and may breach the Medicines Act.
Remove yes/no checkboxes in the consent form from all items except those that are truly optional.
Please disclose that the formula is donated by Hardy’s and that there is private funding for the study but explain that these sources are not affiliated for the study and there will be no restrictions placed on publication. 
Remove the phrase ‘as it is an experimental treatment’ and bold the statement about micronutrients not being the recommended intervention for anxiety.
Include a statement about not sharing the study drug.
Include how long it will take to complete the questionnaire.
Include the option in the consent form for participants to have their name added to a database for future research participation or if this is mandatory explain this in the information sheet.
Include that participants will not continue to receive funded micronutrients at the end of the study

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 SCOTT review for this project(Ethical Guidelines for Intervention Studies Appendix 1)
The Committee had concerns about the implications of excluding volunteers following a single phone call. Please provide more information about how this will be managed. (Ethical Guidelines for Intervention Studies para 5.39)
The Committee stated that consent needs to be in writing, in line with the Health and Disability Commissioner’s Code of Rights. (Ethical Guidelines for Intervention Studies para 1.10)
Please include safety as an outcome and address why suicidal individuals would be withdrawn from data analysis as this will skew the results. (Ethical Guidelines for Intervention Studies para 3.5)
Please address how no washout before crossover will not affect the value of the study. (Ethical Guidelines for Intervention Studies para 3.5)
The Committee noted that the questionnaire on depressive symptoms relates to prescribed antidepressant and that questions will not relate to this class of drug. Please provide the modified questionnaire that will be used in 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 Dr Devonie Waaka and Ms Raewyn Idoine. 



	 7  
	Ethics ref:  
	17/STH/135 

	 
	Title: 
	Carfilzomib Thalidomide and Dexamethasone in Patients with Relapsed and/or Refractory Multiple Myeloma (MM18) 

	 
	Principal Investigator: 
	Dr Rajeev Rajagopal 

	 
	Sponsor: 
	Australasian Leukaemia & Lymphoma Group 

	 
	Clock Start Date: 
	27 July 2017 



 
Dr Rajeev Rajagopal 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

This is a single arm multicentre study that investigates the effectiveness of Carfilzomib Thalidomide in conjunction with Dexamethasone in patients with relapsed multiple myeloma. 
100 patients will be recruited into the study in New Zealand.

Summary of ethical issues (resolved)

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

The Committee noted that the study is going to the Standing Committee on Therapeutic Trials and has an independent data safety monitoring committee.
The Committee noted that the study drug will be provided compassionately after the study has ended.
The Committee stated that withdrawal does not have to be in writing. The Researcher agreed to this.
The Committee noted the high quality of the information sheet.

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

Please check the formatting of the information sheet and move isolated headings from the bottom of pages to the next page.
Please create a lay friendly title for the information sheet and consent from.
Include that data held by other health services will be accessed and study data will be sent overseas.
The Committee requested that the researchers use the provisional HDEC approved contraception wording. To obtain a copy of this please email the HDEC secretariat.
Include that participants data may be sent overseas and where it will be stored
Decision 

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

· Please check the formatting of the information sheet and move isolated headings from the bottom of pages to the next page.
· Please create a lay friendly title for the information sheet and consent from.
· Include that data held by other health services will be accessed and study data will be sent overseas.
· The Committee requested that the researchers use the provisional HDEC approved contraception wording. To obtain a copy of this please email the HDEC secretariat.
· Include that participants data may be sent overseas and where it will be stored



	 8  
	Ethics ref:  
	17/STH/136 

	 
	Title: 
	He Korowai Manaaki: Northland 

	 
	Principal Investigator: 
	Associate Professor Beverley Lawton 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	27 July 2017 



Associate Professor Beverley Lawton 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

The study tests the effectiveness of a funded pathway in Northland GPs that provides extra services to pregnant women.
These extra services will include an extended first maternity visit, a whānau needs assessment, navigation to midwife and other appropriate services, a follow-up visit, a third trimester visit and a 6-week postnatal whānau visit. Free contraception and patient transport to appointments will also be provided. The other half of recruited practices will carry out usual care.

Summary of ethical issues (resolved)

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

The Committee queried if the results of this project and previous He Korowai Manaaki studies could be pooled. The Researcher explained that this would be difficult but not impossible.
The Committee noted that the pregnant women’s information sheet was of high quality.

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

Please remove the statement about where the study is based and that it is Health Research Council Funded.
Check the PIS for the correct tense.
Change the statement about accessing health records that contains “how you and your baby are” to “accessing the health records of you and your baby.”
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).
 

	 9  
	Ethics ref:  
	17/STH/137 

	 
	Title: 
	A study to look at how safe, well tolerated, and what effect on the body study drug MEDI0382 has in participants with kidney failure. 

	 
	Principal Investigator: 
	Dr Richard Robson 

	 
	Sponsor: 
	Covance New Zealand Ltd 

	 
	Clock Start Date: 
	27 July 2017 



Dr Richard Robson was not 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.

Dr Devonie Waaka declared a conflict of interest on this application. The Chair resolved that she could remain but not participate in the discussion.

Summary of Study

The study investigates the safety, tolerability, and pharmacokinetics of the drug MEDI0382 in 8 participants with severe renal impairment and 8 healthy controls under fasting conditions.

Summary of ethical issues (resolved)

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

The Committee noted that the information sheet was of low quality and contained contradictory statements. The Committee stated that the Researchers should consider re-designing their information sheet using the usual CCST PIS template.
The Committee confirmed that tissue collected for use in this study would not be used for future unspecified research.

Summary of ethical issues (outstanding)

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

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).


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

Amend the lay title so it reflects that the study includes pharmacokinetics. 
Please bold the lay title. 
Include a table that lists the schedule of assessments.
Please reword the statement about the locator companies and include a yes/no tick box as it is optional.
Amend the risks section of the information sheet to include information on previous trials, the incidence of arrhythmia and bold the statement about potential allergic reactions. 
Include that there will be restrictions during the in house stay e.g. no smoking or drinking and that participants will not be able to leave the unit and how long these restrictions will be in place.
The Committee requested that the researchers use the provisional HDEC approved contraception wording. To obtain a copy of this please email the HDEC secretariat. This section should be included under the risks section under a separate reproductive risks subheading.
Include any significant exclusions criteria in the information sheet.
Amend the confidentiality and use of information section as it is confusing and contradictory in the current state.

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 Rochelle Style and Dr Sarah Gunningham.

 

General business

The Committee noted the content of the “noting section” of the agenda.

The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	12 September 2017, 11:30 AM

	Meeting venue:
	Sudima Hotel, Christchurch Airport, Upper Rakaia Room, 550 Memorial Drive, Christchurch


[bookmark: _GoBack]	
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.
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