	[image: ]
		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	09 May 2017

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



	Time
	Item of business

	12:00pm
	Welcome

	12:15pm
	Confirmation of minutes of meeting of 11 April 2017

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

	
	 i 17/STH/74
  ii 17/STH/65
  iii 17/STH/67
  iv 17/STH/68
  v 17/STH/69
  vi 17/STH/63
  vii 17/STH/72
  viii 17/STH/73
  ix 17/STH/70

	3:30pm
	Substantial amendments (see over for details)

	
	 i 13/STH/180/AM07

	3:45pm
	General business:
· Noting section of agenda

	4:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mrs Angelika Frank-Alexander 
	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 
	Apologies 

	Dr Devonie Eglinton 
	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 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Mathew Zacharias.

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 April 2017 were confirmed.

New applications 

	1  
	Ethics ref:  
	17/STH/74 

	 
	Title: 
	Investigation of the effects of a ointment without any active drug 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals Limited 

	 
	Clock Start Date: 
	27 April 2017 


 
Dr Noelyn Hung, Dr Tak Hung, and Linda Folland 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 ethical issues (resolved)

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

1. The Committee questioned whether the study ointment needs to be applied as a high or low vaginal administration. The Researcher confirmed that it is a high vaginal administration and will be applied with a syringe. 
2. The Committee noted that whakama, shame, was not mentioned as a potential cultural concern in the application form, but this may apply for this project and should be mentioned in future similar applications. 

Summary of ethical issues (outstanding)

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

3. Please clarify the process for administering the ointment in the Participant Information Sheet, including clearly stating that applying the ointment will involve inserting a syringe in to the vagina. 
4. Please clearly state in the lay title in the Participant Information Sheet, and in all advertising, that the study is for a vaginal ointment. 
5. Please add a diagram showing how to apply the ointment to the Participant Information Sheet. 
6. Please add more information on the risks of vaginal irritation to the Participant Information Sheet, including that participants should stop using the cream if irritation occurs. 
7. Please replace the term ‘taking’ in the Participant Information Sheet to avoid confusion for participants, the Committee suggests ‘using’.
8. Please bold, or otherwise emphasize, the contraception information in the Participant Information Sheet. 
9. Please clarify in the contraception information in the Participant Information Sheet whether male and female condoms are both acceptable, and whether a diaphragm is an acceptable contraceptive option. 
10. Please emphasize in the Participant Information Sheet that participants must abstain from sex.
11. Please replace the term ‘vehicle’ in the Participant Information Sheet as lay participants are unlikely to understand what this means in the context of the study. 

Decision 

This application was approved by consensus, subject to the following non-standard condition: 
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

 

	 2  
	Ethics ref:  
	17/STH/65 

	 
	Title: 
	M14-327 Crohn's Disease 

	 
	Principal Investigator: 
	Dr Michael Schultz 

	 
	Sponsor: 
	AbbVie Ltd 

	 
	Clock Start Date: 
	27 April 2017 


 
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 ethical issues (resolved)

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

1. The Committee noted that the main ethical risks of this study are the risks associated with the experimental medicine, however, these risks are well explained in the Participant Information Sheet and the participants will be well aware of these as they have been involved in the earlier study. 
2. The Committee noted the risk of lymphoma associated with the study drug, however, they stated that this kind of drug is expected to have a range of possible side effects and this was not unexpected. 
3. The Committee noted that it was good that the Participant Information Sheet has information on the expected side effects of similar drugs, as limited information is available on the side effects of this particular drug. 

Summary of ethical issues (outstanding)

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

4. Page 2 and Page 6 of the Participant Information Sheet contain some bullet pointed lists, please rearrange the points in these lists to ensure there is some order to these. 
5. Please clarify in the Participant Information Sheet where blood samples will be stored and analysed.
6. The Participant Information Sheet mentions US law, please remove this or revise to reference relevant New Zealand law. 

Decision 

This application was approved by consensus, subject to the following non-standard condition:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
 

	 3  
	Ethics ref:  
	17/STH/67 

	 
	Title: 
	EXCISE – EXcisional treatment Comparison for In Situ Endocervical adenocarcinoma 

	 
	Principal Investigator: 
	Associate Professor Peter Sykes 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 April 2017 


 
Associate Professor Peter Sykes 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 study compares a standard surgical treatment (cone biospy) with loop excision for in situ endocervical adenocarcinoma.

Summary of ethical issues (resolved)

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

2. The Committee raised concerns about the patient satisfaction survey, this survey does not appear to relate to participant satisfaction with the study procedure. The Researcher stated this was the survey provided by the international lead site but they would confirm if the survey is correct. The Committee stated that if a different survey is intended to be used then this must be submitted as an amendment and approved by the HDEC prior to use. 
3. The Committee noted that in the application form it was indicated that there are no ethical issues associated with this study, however, this is incorrect as this study involves withholding standard care, and a more careful response should be provided with any future applications. 
4. The Committee questioned whether cone or loop biopsy are standard care in New Zealand. The Researcher clarified that cone biopsy is standard in New Zealand but loop biopsy is acceptable and common internationally. 
5. The Committee agreed that it is important to conduct this study to ensure New Zealand patients receive the best standard of care. 
6. The Committee questioned whether the study procedure is expected to be as good as standard care. The Researcher explained that retrospective reviews internationally have suggested that it is as good as standard care, however, to be cautious the researchers will stop the study if any safety concerns arise. 
7. The Committee questioned what would happen if an individual participant has poor outcomes. The Researcher explained that they already have a standard process for managing patients who have a poor outcomes and this will apply for study participants also. 


Summary of ethical issues (outstanding)

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

8. Please refer to the study procedures as ‘cone’ and ‘loop’ biopsy in the Participant Information Sheet as the acronyms can become confusing for participants. 
9. Please ensure all acronyms are explained the first time they are used in the Participant Information Sheet, including ‘ANZCOG’. 
10. Please revise the formatting of the Participant Information Sheet to move the footer further away from the body text. 
11. Please revise the Participant Information Sheet to remove typographical errors and confusing sentences, such as a sentence that states “Your doctor will talk to you about the best way to your pregnancy”. 
12. The Participant Information Sheet currently refers to the St John of God Hospital, please refer to the New Zealand study site instead. 
13. The Committee noted their preference that acronyms are not used as lay study titles, instead the lay title should briefly state in simple language what the study is about. 

Decision 

This application was approved by consensus, subject to the following non-standard condition:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).


	 4  
	Ethics ref:  
	17/STH/68 

	 
	Title: 
	STATEC: Selective Targeting of Adjuvant Therapy for Endometrial Cancer  

	 
	Principal Investigator: 
	Doctor Bryony Simcock 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 April 2017 


 
Associate Professor Peter Sykes 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 ethical issues (resolved)

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

1. The Committee stated that the Participant Information Sheet and application form provided with this application are of a poor quality and should be fully revised. 
2. The Committee noted that the application form states that the standard care in Christchurch is to remove lymph nodes during the hysterectomy, this means that half of the women in Christchurch will not receive standard care. 
3. The Committee questioned how participants will be recruited for the study. The Researcher explained that the treating clinician, who is likely to be a member of the research team, will initially approach the potential participant and then consent will be obtained by a study nurse. The Committee stated that this is their preferred process. 

Summary of ethical issues (outstanding)

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

4. The Committee noted that the document provided as evidence of the peer review process is not sufficient. The Committee suggested that further details about what was considered during the funding process may be acceptable. The Committee noted their expectation that the peer review would involve considering the risks associated with having lymph nodes removed or not by a subject matter expert. Please provide further evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
5. The Committee requested further information regarding the statistical analysis conducted to determine if the study can provide the required results, particularly to allow survival to be compared. 
6. The Committee questioned whether participants’ lymph nodes will be removed at the same time as they have their hysterectomy. The Researcher explained that this is normal practice in New Zealand, but does not always happen and the removal of the lymph nodes sometimes needs to be done as a separate operation for various reasons. The Committee stated that it is not sufficiently clear whether participants who have already had a hysterectomy may be randomised to have another surgery to remove their lymph nodes or not. 


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

7. Please select one name for the disease being studied and use this consistently throughout participant facing documents. 
8. The Participant Information Sheet must clearly explain that lymph nodes are normally removed in patients undergoing surgery for this disorder in Christchurch, but if participants agree to be in the study they may not have them removed. The potential risks associated with this must be explained. 
9. Please clarify in the Participant Information Sheet whether participants in Christchurch who have already had a hysterectomy may be randomised to have their lymph nodes removed during a separate surgery as part of the study. 
10. Information regarding the optional sub-study must not be contained in the main Participant Information Sheet, this should be fully separate in its own Participant Information Sheet and Consent Form. This separation helps to ensure clarity for participants about which aspects of the study are mandatory and which are optional. 
11. Please revise the Participant Information Sheet to improve lay readability, remove typographical errors, and improve formatting. 
12. Please clearly state in the Participant Information Sheet each country that is involved in the study. 
13. Please state in the Participant Information Sheet how many participants are involved in the study in New Zealand. 

Decision 

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

· Please fully revise the Participant Information Sheets and Consent Forms for this study, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please provide further evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please clarify whether participants who have already had a hysterectomy may be randomised to have their lymph nodes removed during a separate surgery as part of the study, and whether this would currently be standard care in Christchurch. 

 

	 5  
	Ethics ref:  
	17/STH/69 

	 
	Title: 
	MaxiclearTM PE 3.0/ Maxigesic® PE 2.5 Efficacy Study 

	 
	Principal Investigator: 
	Dr  Simon  Carson  

	 
	Sponsor: 
	AFT Pharmaceuticals ltd.  

	 
	Clock Start Date: 
	27 April 2017 


 
Dr Simon Carson and Ioana Stanescue 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 Phase 3 study of a treatment for nasal congestion in patients with the common cold. 
2. The Committee noted that, for future reference, the risks of the study drug should be mentioned in the application form. 

Summary of ethical issues (resolved)

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

3. The Committee questioned how many countries are taking part in the study. The Researchers confirmed that it is only New Zealand. 
4. The Committee suggested in future that the application form is proof read before submission as some responses ended abruptly and missed information. 

Summary of ethical issues (outstanding)

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

5. The Committee questioned how much participants will be paid. The Researcher clarified that it would be $200. Please clarify this in the Participant Information Sheet. 
6. Some terms in the Participant Information Sheet are not lay friendly. Please review the use of terms such as "subjective" and "lactating" and replace with more lay-friendly terms.
7. Please replace the table in the Participant Information Sheet with a lay-friendly table. The current table appears to have been directly cut and pasted from the protocol and is not suitable for a Participant Information Sheet.
8. In the Participant Diary please replace the contact details for Dr M Jawed in Cardiff with New Zealand details.
9. In the Radio ad please replace the term "new medication" with "investigational medication”. 
10. Please state what the study drugs are in lay language in the first sentence of the Participant Information Sheet.
11. Please emphasize the importance of not taking other medications while in the study in the Participant Information Sheet and clarify for participants that this incudes paracetamol and ibuprofen (please use the terms Panadol and Nurofen as examples of these to ensure clarity). 
12. Please clarify in the Participant Information Sheet that all study drugs will be provided free of charge. 

Decision 

This application was approved by consensus, subject to the following non-standard condition:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).


	6
	Ethics ref:  
	17/STH/63 

	 
	Title: 
	Do PECS block improve quality of recovery after breast surgery 

	 
	Principal Investigator: 
	Dr Kelly Byrne 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 April 2017 



Dr Kelly Byrne 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 ethical issues (resolved)

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

1. The Committee questioned how day of surgery consent will be managed as participants will not have much time to consider participation. The Researcher explained that they feel that having a face-to-face discussion with participants is important and preferable to sending out information in advance in a letter. The Committee questioned whether patients will attend a pre-admission clinic and could be approached at this stage. The Researcher stated that in this case this is not possible, and often the researchers cannot approach potential participants in advance due to a lack of warning prior to the surgery. The Committee agreed that in the circumstances approaching potential participants on the day of surgery is acceptable. 
2. The Committee questioned who initially approaches participants about the study. The Researcher explained that a research nurse will approach potential participants, who have been identified in advance by the researchers. The Committee stated their preference that the initial approach is made by someone involved in the patient’s care, this would prevent someone not involved in the patient’s care having access to the patient’s private information if the patient is not interested in participating in the study. The Committee suggested that upon admission a nurse asks the patient if they are happy for a research nurse to talk to them about the study while they wait for their surgery.
3. The Researcher questioned whether they could use advertising in the clinic to help inform people that they may be approached by a research nurse about the study. The Committee stated that advertising would be a good idea but would not replace the need for the initial approach being made by someone involved in the patients care. If it is decided to implement advertising for this study this must be submitted as an amendment and approved by the HDEC before use. 

Summary of ethical issues (outstanding)

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

4. The Committee stated that the Participant Information Sheet needs a more lay-friendly explanation of the study.
5. Please add page numbers to the Participant Information Sheet and ensure that the footer is reformatted to be distinct from the body text. 
6. The Committee stated that the section in the Participant Information Sheet about what participation involves needs to be revised to ensure it is in lay language.
7. Please revise the Participant Information Sheet to remove all typographical errors. 
8. Please ensure that the most important information is listed first in each section of the Participant Information Sheet. For example, the Committee suggested that, in the relevant section, it should be stated earlier that all injections take place once the participant is asleep. 
9. Please state in the Participant Information Sheet that participants are allocated to study groups randomly. 
10. Please clarify in the Participant Information Sheet at what point participants can no longer withdraw their data from the study. For example, this will be at least once the data is published, and is likely to be earlier such as when the data is analysed. The Committee suggested that to protect the integrity of the study it may be advisable that participants are not able to withdraw data that had been collected prior to their withdrawal from the study. 

Decision 

This application was approved by consensus, subject to the following non-standard condition:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22)

 

	 7  
	Ethics ref:  
	17/STH/72 

	 
	Title: 
	Calcium supplements and 24-hour blood pressure 

	 
	Principal Investigator: 
	Dr Sarah Bristow 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	27 April 2017 


 
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. The Committee commended the quality of the study and study documents. 

Summary of ethical issues (outstanding)

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

2. Please add a footer to the Participant Information Sheet containing the study title and page numbers. 
3. Please remove the yes/no boxes from the Consent Form for all statements that are not truly optional, meaning that a participant could respond ‘no’ and still participate in the study. 
4. The Participant Information Sheet indicates that the study may involve use of tissue beyond the end of this study, Future Unspecified Use of Tissue. However, the application did not indicate that the study included Future Unspecified Use of Tissue. Therefore, the Committee assumed this is an error in the study documents and must be removed. If Future Unspecified Use of Tissue is involved in this study an amendment must be submitted to have this approved and a separate Participant Information Sheet and Consent Form provided.
5. Please ensure that the correct HDEC is referred to in the Participant Information Sheet. 

Decision 

This application was approved by consensus, subject to the following non-standard condition:
· 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).

 

	 8  
	Ethics ref:  
	17/STH/73 

	 
	Title: 
	Biomarkers and Stroke prevention in Atrial Fibrillation using Electronic Decision Support  

	 
	Principal Investigator: 
	Prof Ralph Stewart 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 April 2017 


 
Prof Ralph Stewart 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 ethical issues (resolved)

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

1. The Committee stated that this application was poorly completed and the Committee had difficulty understanding the study processes, such as randomisation. 
2. The Committee questioned why the study could not just use retrospective data from participants for the 6 months prior to the tool being implemented for the control arm. The Researcher explained that they will be randomising some practices to standard care to ensure consistency between these practices to ensure the integrity of the study. The Committee noted that the patients at the standard care clinics should still provide their own informed consent to their routinely collected data being used in the study. 
3. The Committee questioned whether doctors can ignore the recommendation of the electronic tool. The Researcher confirmed that they could. 
4. The Committee questioned whether participants at the practices randomised to the electronic tool or blood test arms could decline to participate and not have the tool used or blood test done. The Researcher confirmed that they can. 
5. The Committee noted that if the tool is being implemented for the purposes of the study, or any other aspects of care changed, then consent must be obtained from participants prior to this implementation. The Researcher clarified that practices will be randomised after patient consent is obtained.
6. The Researcher noted that the previous HDEC review had raised payments to participants as an issue and requested clarification on this. The Committee stated that participants should not incur any costs for their participation in a study, including any fees for extra appointments or associated travel costs, these fees must be paid by the researchers. 
7. The Committee questioned the randomisation process for this study. The Researcher explained that after informed consent has been obtained from participants the practices involved in the study will be randomised between the study arms. 

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 stated that question r.3.1 (Will human tissue be collected and/or used in your study?) was answered incorrectly, causing the following questions to not populate. Please respond to these questions:
· r.3.2 What types of human tissue will be collected and/or used in your study?
· r.3.3. Will your study involve: human tissue collected from participants? and/or existing stored human tissue samples?
· r.3.7. Please briefly explain how human tissue samples will be stored during your study, and how the privacy of donors and participants will be protected.
· r.3.8. Will human tissue collected in New Zealand be sent overseas as part of your study?
· r.3.8.1. Please briefly explain why it is necessary and appropriate that human tissue samples be sent overseas as part of your study.
· r.3.9. Will the use of all human tissue in your study be in accordance with the informed consent (including consent to future unspecified research) that has been or will be obtained from participants, donors of existing stored human tissue, or other persons entitled to give informed consent under the Human Tissue Act 2008?
· r.3.10. What types of tests or analyses will be carried out on human tissue as part of your study?
· r.3.11. What will happen to human tissue at the end of your study, or if participants withdraw consent for its use in this study?
· r.3.12. Please briefly explain your answer above.
9. The Committee stated that the study must be more carefully explained, including the order and relationships between study phases. The Researcher explained that the electronic tool is not currently in use and this study will investigate whether it impacts on the use of anticoagulants, this study will also involve considering whether the use of a blood test and the use of the electronic tool impacts prescribing rates. Please more carefully describe this in the study protocol. 
10. The Committee questioned how the electronic tool works. The Researcher explained that the tool captures information from patients’ medical records and then provides guidance on prescribing based on standard guidelines. The main question is whether the tool improves anticoagulant prescribing practice, as a retrospective review found that the guidelines on prescribing were not well followed. The Committee stated that this kind of simple explanation should be included in lay language in the Participant Information Sheet. 
11. The Committee questioned why verbal consent was intended to be obtained, rather than written informed consent. The Researcher explained that it was for logistical reasons. The Committee stated that under Right 7(6) of the HDC Code of Rights consent must be provided in writing if the consumer is to participate in research. 
12. The Committee requested further information on the peer review process, specifically clarifying whether the project as funded is significantly changed from what has been submitted for HDEC review. Please also provide the comments from the peer reviewers. 

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

13. The Participant Information Sheet must be revised to ensure it only contains information that study participants need to know, such as how the study affects them and why the study is being done. 
14. The Committee requested two Participant Information Sheets are provided, one for part 1 where participants’ practices could be randomised between standard care and the electronic tool, and another Participant Information Sheet for part 2 where participants’ practices could be randomised between the electronic tool and the electronic tool + blood test. This will help to keep it clear for participants what may be involved for their study participation. 
15. The Committee stated that the Participant Information Sheet can be shortened, but it must still contain required information. Information such as the names of all lead investigators does not need to be in the Participant Information Sheet. 
16. Please ensure that the relevant Participant Information Sheet contains a Māori tissue statement. 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.”
17. Please provide a Consent Form for participants to sign.

Decision 

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

· Please rewrite the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please respond to the outstanding ethical concerns detailed above. Please ensure this involves an updated study protocol that clearly details all study processes and the order in which they will occur in the study. A suitable study protocol is a mandatory document for all applications (HDEC Standard Operating Procedures paragraph 42.4.1). The study protocol should clearly describe the objectives, design, methodology, analysis and organisation of a study. 
· Consent to research participation must be provided in writing (HDC Code of Rights Right 7(6)). 

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

 
 
	9  
	Ethics ref:  
	17/STH/70 

	 
	Title: 
	A study to evaluate drug-drug interactions between GS-9688 and probe drugs in healthy subjects 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Australia & New Zealand 

	 
	Clock Start Date: 
	27 April 2017 



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.

Dr Fiona McCrimmon declared a potential conflict of interest, the Committee decided to allow her to participate in the consideration of this application. 

Summary of Study

1. This is a phase 1 study in healthy volunteers to investigate whether the study drug interacts with drugs patients are likely to be taking already. 

Summary of ethical issues (resolved)

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

2. The Committee discussed how the study washout and treatment periods work.
3. The Committee noted that the application indicates that if new safety information comes to light a new Participant Information Sheet will be developed to inform and consent participants. However, if significant safety information is discovered participants must be informed as soon as possible, and this cannot wait until a new Participant Information Sheet is developed and approved. 

Summary of ethical issues (outstanding)

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

4. The Committee stated that the grid in the Participant Information Sheet regarding how the study works is confusing.
5. Please give the short or common names of drugs the first time they are mentioned, followed by a short phrase to explain the drug in lay language. 
6. Please explain in the Participant Information Sheet what adverse events were in previous studies, currently it simply states that they were mild. 
7. Please revise the contraception section of the Participant Information Sheet, it must be clearly stated that hormonal contraception may not work due to participation in the study, and for X amount of time afterwards. Bolding of this information was suggested. This section should clearly inform participants not to use hormonal contraception and to use another form of contraception. 
8. The Committee suggested that the information regarding Essure micro-insert system in the contraception section is removed as this is not likely to be relevant for New Zealand participants and is covered by the tubal sterilisation statement. 
9. Please revise the Participant Information Sheet to ensure lay terminology is used throughout. For example, terms such as ‘genomic’, ‘exacerbation of intermittent’, and ‘treatment emergent’ must be replaced with lay-friendly terms. 
10. Please replace the term ‘subject’ with ‘participant’ in the Participant Information Sheet. 
11. Please state in the Participant Information Sheet which screening tests are notifiable. 
12. Please clarify what is meant by the statement ‘you will be considered an alternate in the study until you get the study drug’ in the Participant Information Sheet. 
13. Please do not state in the radio advertising ‘do something to help science’.

Decision 

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

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


Substantial amendments

	1  
	Ethics ref:  
	13/STH/180/AM07 

	 
	Title: 
	Phase 3 Accelerated BEP Trial 

	 
	Principal Investigator: 
	Dr Mark Jeffery 

	 
	Sponsor: 
	University of Sydney  

	 
	Clock Start Date: 
	09 May 2017 


 
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 Amendment

1. This amendment involves adding recruitment of 11-15 year old children to this study.

Summary of ethical issues (outstanding)

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

2. The Committee stated that they require an updated study protocol with the inclusion criteria updated to show that younger participants will be recruited, and to detail the consent and assent processes. 

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

3. Please revise the start of the Child Participant Information Sheet to remove the large box of information and replace with a short simple study title. 

Decision 

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

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

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

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:
	13 June 2017, 11:30am

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



	The following members tendered apologies for this meeting.

· Mrs Angelika Frank-Alexander

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.

[bookmark: _GoBack]The Committee commended the quality and consistency of the minutes provided by the advisor from the Secretariat. 

The meeting closed at 4:00pm. 
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