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		Minutes




	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	27 April 2017

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington



	Time
	Item of business

	12:00pm
	Welcome

	12:15pm
	Confirmation of minutes of meeting of 28 March 2017

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

	
	 i 17/CEN/72       
 ii 17/CEN/70      
 iii 17/CEN/76     
 iv 17/CEN/75     
 v 17/CEN/74      
 vi 17/CEN/77     

	3:15pm
	Training on guidelines for genomic research and bio banking involving Maori

	4:00pm
	General business:
· Noting section

	4:15pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	30/07/2015 
	30/07/2018 
	Apologies 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Apologies 

	Dr Cordelia Thomas 
	Lay (ethical/moral reasoning) 
	19/05/2014 
	19/05/2017 
	Present 

	Dr Nicola Swain 
	Non-lay (Observational studies)
	Co-opt STH
	Co-opt STH
	Present 

	Dr Melissa Cragg 
	Non-lay (observational studies) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	30/07/2015 
	30/07/2018 
	Apologies 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Angela Ballantyne, Dr Dean Quinn, and Dr Peter Gallagher.

The Chair noted that only 5 appointed members of the Committee were present, and that it would be wise to co-opt members of other HDECs in accordance with the SOPs.  Dr Nicola Swain confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

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 28 March 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/CEN/72 

	 
	Title: 
	Health and state-service use during Antenatal care and child outcomes   

	 
	Principal Investigator: 
	Prof Rhema Vaithianathan 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 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 (outstanding)

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

1. The Committee raised serious concerns about participants being stigmatised from the results of this project. The Committee stated that, although individual participants may not be able to be identified from the results, groups may be able to be identified and stigmatised by the results of this project. Please provide information on how this risk will be mitigated. 
2. The Committee questioned why the researchers want access to such a broad range of very personal information about participants, such as their criminal records and that of their partners. Why do the researchers believe that criminal records may be related to either access to antenatal care, poor birth outcomes, or both?
3. The Committee is not clear about the aims of the project. Do the researchers intend to investigate the relationship between poor birth outcomes and the lack of access to antenatal services or do they want to investigate the effects of education, health literacy, benefit status, criminal record, CYF’s records etc on poor birth outcomes, or do they want to investigate whether these factors affect access to antenatal health care?
4. The Committee noted that the study appears to be based on the assumption that increased access to antenatal care is beneficial, however, insufficient justification for this has been provided. The Committee suggests that the researchers first establish that lack of access is indeed correlated to poor birth outcomes. This does not require access to all of the personal data requested. Once this correlation is established a further study could investigate the reasons why women do not access antenatal health services in Manukau District. This may be better done by conducting interviews and focus groups. Extrapolation from datasets on education, benefits, criminal records etc will give limited insights into why women do not access health services and thus are of limited help in improving access.
5. The Committee specified that a justification is needed for each data set should be provided, indicating exactly how this dataset is relevant to the specific study questions. 
6. The Committee noted that if women in Manukau District find out that this study has been done on women’s data without their consent, they may avoid these and other health services altogether. The Committee questions how this risk would be mitigated. 
7. The Committee questioned what would happen if it was discovered that some people are at high risk of poor birth outcomes. 
8. The Committee noted that the way data is being collected about GP visits is based on those who claim money back. The Committee questioned how the participants who attend GP visits but do not claim back for these will be accounted for and how this could skew their results. 
9. The Committee questioned how the researchers will account for access to antenatal services provided by community groups that do not receive funding, or help from whānau instead or a less formalised service. 
10. The Committee noted that the application form indicated that Māori consultation is not necessary for this application. However, the Guidelines for Researchers on Health Research Involving Māori state that as a general rule, consultation should take place if Māori are likely to be involved as participants in a project or the project relates to a health issue of importance to Māori. The Committee stated that many of the participants in this study will be Māori and the topic is of importance to Māori, therefore, Māori cultural consultation is required. 
11. The Committee stated that the peer review provided is not acceptable as it was provided by a team member and the answers to the template were a cut and paste from the protocol. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
12. The Committee noted this is a unconsented use of data study
13. Participants have a right to know that their health information is being used in research. Right 6(1)(d) of the HDC Code of Rights states:
· Every consumer has the right to information that a reasonable consumer, in that consumer’s circumstances, would expect to receive, including … notification of any proposed participation in teaching or research, including whether the research requires and has received ethical approval.
14. The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
· the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
· there would be no disadvantage to the participants or their relatives or to any collectives involved; and
· the public interest in the study outweighs the public interest in privacy.
15. To approve a study involving access to health information without consent the Committee must be satisfied that these requirements are met by the study concerned.
16. The Committee considered these requirements individually, taking in to account the response to these contained in the study protocol. The Committee agreed that the requirement for consent would likely prejudice the scientific value or the study, and due to the quantity of the records it is impossible in practice to obtain consent. However, the Committee did not believe that the latter two requirements are met by this study. 
17. The Committee stated that they believe that participants and collectives are unlikely to benefit from the study and in fact may be harmed or disadvantaged by the study. The Committee noted that even if strangers may not be able to identify individual participants, the participants themselves may know that they were involved. More importantly, if the study finds that certain characteristics of pregnant women or their personal circumstances are linked to poor birth outcomes then women who can identify with those characteristics in herself and who have had a poor outcome may feel that this is their fault in some way. Similarly, others may identify people they know as fitting in these groups and this may lead to stigmatisation. The Committee felt that this risk means that this requirement of the NEAC guidelines paragraph 6.43 has not been met by this application. 
18. Further, the Committee stated that other disadvantages could befall individuals or collectives from the results of this study, depending on how the results are interpreted and intended to be used. The Committee would need further information on how the results would be used to be satisfied that the results would not disadvantage some people. 
19. The Committee believe that the public interest in privacy is not outweighed by the public interest in this study. Primarily this is because the Committee do not believe that any public benefit from this study has been articulated. The Committee noted that it is not clear how any study results would be used to help future women, such as by helping them to access antenatal services, or that accessing these services is linked to better outcomes at all. 
20. The Committee require the study question or design to be revised so that is it clear how it will answer the research questions and that further independent peer review is obtained to demonstrate this. Scientific inadequacies in a study proposal have ethical implications. The scientific quality of a proposal should be such that the proposal’s objectives can reasonably be expected to be achieved (Ethical Guidelines for Observational Studies paragraph 5.7). 
21. The Committee noted that no members of the research team appear to have relevant health qualifications. The Committee questioned if a suitable person with health experience has been involved in the development of this research project. The Committee requested further information on the involvement of Dr Wadsworth and Dr Harwood in the study. 

Decision 

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

· The scientific quality of a proposal should be such that the proposal’s objectives can reasonably be expected to be achieved (Ethical Guidelines for Observational Studies paragraph 5.7).
· Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when: a) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and b) there would be no disadvantage to the participants or their relatives or to any collectives involved; and c) the public interest in the study outweighs the public interest in privacy. (Ethical Guidelines for Observational Studies paragraph 6.43)

 

	 2  
	Ethics ref:  
	17/CEN/70 

	 
	Title: 
	A prospective validation study of the Glasgow-Blatchford score in determining timing of endoscopy in patients with upper GI bleeding 

	 
	Principal Investigator: 
	Dr Frank Weilert 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 April 2017 


 
Ms Caroline Di Jiang 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 asked whether the screening that will be done prior to consent is part of standard care. The Researcher explained that it is at some hospitals. The Committee stated that any procedures or tests that are study specific, not part of standard care, cannot be performed prior to consent being obtained, this includes any screening procedures. 
2. The Committee questioned who would be responsible for approaching potential participants. The Researcher explained that if they present during working hours the researchers would approach them, if it was outside working hours an ED doctor would be responsible for approaching them. The Committee requested that the recruitment process is changed so that the initial approach is made by the treating clinician and if the participant is interested then someone else, who isn’t involved in their treatment, obtains the informed consent. 
3. The Committee questioned how long participants would have to consider their participation in the study and how unwell they are. The Researchers explained that the eligible participants with a score of less than 3 would be very well and usually want to go home. If they consent to being in the study they will go home, whereas if they do not consent they will need to stay in hospital as per standard care. 

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 questioned the data safety monitoring arrangements for the study. The Researcher explained that they would meet with the other members of the research team either weekly or fortnightly, as well as any time there is a complication, to talk about the data and compare this to the previous retrospective study to ensure safety. The Committee requested that the data safety monitoring and termination conditions are formally documented in the study protocol. Provide details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies para 6.50). 


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

5. As the screening is done as part of standard care prior to participants being approached about the study, please revise the Participant Information Sheet to indicate that participants are being approached as they are at low risk and if they consent they will be sent home and is they decline they will have an endoscopy in hospital as per standard care. 
6. 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.”
7. Please add a short lay title to the Participant Information Sheet.
8. Please ensure that all statements are in the first person in the Participant Information Sheet and Consent Form, for example ‘you may choose’ must be revised. 
9. Please revise the Participant Information Sheet to remove all statements that do not apply, such as those about payments.
10. Please remove Waikato Hospital heading from the Participant Information Sheet as this may make participants more likely to participate. 
11. 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.”

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 details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies para 6.50).

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

	3  
	Ethics ref:  
	17/CEN/76 

	 
	Title: 
	Design of adult acute mental health wards 

	 
	Principal Investigator: 
	Dr Gabrielle Jenkin 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 April 2017 



Dr Gabrielle Jenkin and Dr Susanna Every-Palmer were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee questioned who would be participating in this study. The Researcher explained that there are a number of participant groups, including patients, staff, and family members. 
2. The Researcher explained that part of the study involves walking around the wards so that policy makers, nurses, designers, and other participants can get a feel for what it is like. The Committee questioned whether this would be disruptive to patients. The Committee raised concerns about the loss of privacy for patients as these people would not walk around the ward as normal practice. The Researcher explained that they would attempt to reduce disruption as much as possible.  
3. The Committee questioned whether the methodological and study design suggestions from the peer review were taken in to account. The Researcher confirmed that the study protocol was updated following the peer review. 
4. The Committee noted that the application should have mentioned whakama, shame, as a potential cultural issue raised for participants, especially patients and their families. 

Summary of ethical issues (outstanding)

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

5. The Committee stated that all questionnaires to be used in this study must be provided for HDEC approval. 
6. The Committee questioned how participants will be recruited. The Researcher explained that this was flexible at this stage and that they propose to present this at a meeting with patients and have advertising up. The Committee stated that the recruitment processes must be detailed in the study protocol and any advertising must be provided for HDEC approval. 
7. The Committee questioned how competency to provide informed consent will be determined. The Researcher stated that they will be asking clinical staff if patients are competent. The Committee stated that the process for this must be detailed in the study Protocol. 
8. The Committee questioned what would happen if a patient is very unwell and wants to be in the study but is not deemed competent. The Researchers explained that they would ask for the patients contact details and contact them after discharge to obtain their views. The Committee stated that this must be detailed in the study protocol. 

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

9. The Committee stated that this study must have Participant Information Sheets and Consent Forms for all participants, including suitable ones for staff and family members. The Researcher explained that they have these forms but did not provide them with the application. The Committee stated that they require these forms before they can approve the study. 
10. Please revise the Participant Information Sheets to clearly distinguish those that are for part 1 and those that are for part 2 as the participants in each part are required to do different things. 
11. Please add contact details for a suitable Māori cultural support person to the Participant Information Sheet. 
12. Please remove all tick boxes from statements in the Consent Form that aren’t truly optional, meaning that a participant could select ‘no’ and still participate in the study. 
13. Please reduce the number of times ‘suicide’ is mentioned in the Participant Information Sheet. 
14. Please say in the Participant Information Sheet for patients that other patients will be able to work out who is in the study. 
15. The Committee requested a compensation statement is added for completeness, 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.”
16. Please revise the Participant Information Sheets and Consent Forms to remove all typographical errors. 
17. A summary of study results must be offered to all participants, please include this option in the Participant Information Sheet and Consent Form. 
18. Please revise the Participant Information Sheets to be clear exactly which parts of the study they will be involved in. 
19. The Committee suggests that the Consent Form is not used to collect ethnicity information, this is not a data collection form. Please consider moving this collection to elsewhere. 
20. The Committee questioned the process for recruiting patients’ family members. The Researcher explained that once a patient is recruited they will be asked if someone in their family might be interested in participating, then this family member will be approached. The Committee stated that it must be clear in the Participant Information Sheet for the family members that this was the process. 
21. Please add to the patient Participant Information Sheet that if something concerning is noticed that the clinician will be notified. 
22. Please consider adding phone numbers to the Participant Information Sheet as currently only email addresses are given. 
23. Please provide details for a specific Māori cultural support contact person in the Participant Information Sheet, the HDC do not provide this kind of cultural support. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10) 
· All observational studies should be conducted according to suitable written protocols (Ethical Guidelines for Observational Studies paragraph 5.11). The study protocol should detail all aspects of the study appropriately. 

· 

	 4  
	Ethics ref:  
	17/CEN/75 

	 
	Title: 
	Clinical Study Protocol GLUT_MAD_01 

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	INC Research New Zealand Limited.   

	 
	Clock Start Date: 
	12 April 2017 


 
Dr Richard Stubbs 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 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 safety review committee is internal. The Researcher explained that they are Australia based and internal to the sponsor. 
2. The Committee questioned why some advertisements have different pictures. The Researcher clarified that this was for variety and flexibility. 
3. The Committee questioned how many participants are expected to read the Participant Information Sheet carefully. The Researcher explained that not many would, and this is why the researchers carefully go over the form with each participant. 

Summary of ethical issues (outstanding)

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

4. The Committee commended the study Participant Information Sheet, noting that it is well written and clear. 
5. Please add a table to the Participant Information Sheet detailing the different visits and study procedures. 
6. The Committee noted that the explanation of reimbursement in the Participant Information Sheet is very vague. The Researcher clarified that reimbursement information. Please ensure this is clarified in the Participant Information Sheet. 
7. The Participant Information Sheet sometimes refers to participants’ GPs and sometimes to their “local doctor” , please revise for clarity.
8. Please clarify that verbal withdrawal is acceptable and participants do not need to complete the written withdrawal form. 
9. The Committee noted that consent cannot be obtained from parents to collect data about children before they are born. Please revise the Participant Information Sheet and Consent Form if you want to collect any info about the child, including immediately post birth. The Committee noted that the form for the pregnant woman can still contain all of the information she would need to make this decision, but consent cannot be formally obtained until after birth. The Committee suggested that this may be able to be obtained verbally to reduce the burden on the new mother. 
10. Please clarify in the Participant Information Sheet that tissue samples will not be used for anything outside of the study, and if any additional tests are required for the purposes of the study specific consent will be obtained for these. 
11. Please indicate in the Participant Information Sheet that study results may be published in peer reviewed scientific journals.
12. The Committee noted that the advertising for the study states that participants must be overweight. Please clarify this in the Participant Information Sheet. 
13. Please explain placebo 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).

· 

	5 
	Ethics ref:  
	17/CEN/74 

	 
	Title: 
	Establishing the role of Teleconsulting in the care of chronic conditions in rural areas of the SDHB: An RCT in patients with IBD 

	 
	Principal Investigator: 
	Christine Ho 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 April 2017 



Dr Andrew McCombie 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 involves teleconsulting for IBD in rural New Zealand. This is seen as preferable to patients as they do not need to travel as far. This study will investigate whether this method is non-inferior to standard care. 

Summary of ethical issues (resolved)

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

2. The Committee questioned whether study data would be used for future research. The Researcher explained that they may want to use the data (de-identified) for further analysis, but at this stage have no plans to. 
3. The Committee questioned whether participants can do the video conferencing from home. The Researcher explained they would need to go to a nearby clinic for this to allow them to be assessed by a nurse as required, but this was much less travel than with standard care. 
4. The Committee questioned whether the study would be stopped if poor outcomes were observed. The Researcher confirmed that it would, but they did not think anything serious such as bowel cancer could be missed due to these changes. 
5. The Committee questioned whether someone who is seriously unwell would be excluded from the research. The Researcher confirmed that some people could be excluded at the clinician’s discretion. Please clarify this in the study protocol. 
6. The Committee questioned the rates of IBD in Māori. The Researcher explained that there is a low likelihood of any Māori participants as the disease is not common in Māori and there are less Māori in Central Otago. The Committee noted that this kind of information should be provided in future applications. 
7. The Committee questioned if a reason for refusing to participate is always recorded. The Researcher stated that only if the person is comfortable to give a reason. 
8. The application form indicates that all rural people are equally disadvantaged, however the Committee noted that come people are more disadvantaged than others as they are poor. 
9. The Committee noted that the responses to the cultural questions were unreasonably brief and did not mention whakama, shame, which may be an issue for some people when talking about bowel issues on a video conference. The Committee noted that the participants should meet with the clinician in person before starting the teleconsulting.  The Committee noted that the peer reviewer indicated that whether the participants know the researcher already may be a factor in their participation. The Researcher stated that they would consider this in case it impacts on their results. 

Summary of ethical issues (outstanding)

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

10. The Committee questioned whether all patients will be treated by the clinician named on the Consent Form. The Researcher was unsure of the answer and agreed to follow up. 
11. The Committee questioned how participants would be consented to study participation. The Researcher explained that their treating doctor would present the study to patients and if they are interested the study doctor would take them through the consent process. Please update the protocol to reflect this. 

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

12. The Participant Information Sheet must explain what happens in the study, including where they need to go and whether someone will set up the video conference for them. 
13. Please clarify in the Participant Information Sheet that de-identified study data may be used for further analysis.
14. The application currently states that participants will be offered a copy of published results. Please offer participants a lay summary of results instead in the Participant Information Sheet. 
15. Please add a short lay title to the Participant Information Sheet. 
16. Please revise the Participant Information Sheet to clarify what is meant by ‘normal’.
17. Please provide contact details for a suitable Māori cultural support contact person, noting that the HDC does not provide this kind of support. 
18. Please clarify in the Participant Information Sheet who will have access to study data, the consent form currently indicates that it may be accessed by an approved auditor but this must also be in the Participant Information Sheet.
19. Please ensure that anything mentioned in the Consent Form is fully explained in the Participant Information Sheet. 
20. Please revise the Participant Information Sheet to not state that the treatment may be ‘cheaper’, the Committee suggested ‘cost effective’ may avoid some of the negative connotations associated with ‘cheaper’. 

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 respond to the outstanding ethical concerns detailed above. 

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

	 6  
	Ethics ref:  
	17/CEN/77 

	 
	Title: 
	SHP620-302 

	 
	Principal Investigator: 
	Dr Andrew Butler 

	 
	Sponsor: 
	PPDGlobalLimited(NewZealandBranch) 

	 
	Clock Start Date: 
	12 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 (outstanding)

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

1. Please clarify how many New Zealand sites are involved in this study.

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

2. The Participant Information Sheet currently states that the document is ‘[X]’ pages long, please revise. 
3. The Participant Information Sheets and consent process must be revised to have participants be considered adults and provide their own informed consent from the age of 16. All participants in this study must provide their own informed consent and the same adult forms should be used for all. 
4. If the study involves any participants under 16 then suitable assent forms and parental consent forms should be provided. Please clarify what the age range is for this study and as necessary 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.
5. Please add contact information to the Participant Information Sheet for a suitable Māori cultural support person. 
6. The Committee noted that consent cannot be obtained from parents to collect data about children before they are born. Please revise the Participant Information Sheet and Consent Form if you want to collect any info about the child, including immediately post birth. The Committee noted that the form for the pregnant woman can still contain all of the information she would need to make this decision, but consent cannot be formally obtained until after birth. The Committee suggested that this may be able to be obtained verbally to reduce the burden on the new mother. 
7. The Consent Form contains a tick box for 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 Consent Form and must be removed. If Future Unspecified Use of Tissue is involved in this study an amendment would need to be submitted to have this approved and a separate Participant Information Sheet and Consent Form provided. 
8. Please add a lay title to the Participant Information Sheet. 
9. The Participant Information Sheet indicates that participants may be asked to have their doctor informed of their study participation, however this should be mandatory. Please revise. 
10. The Committee noted that the Participant Information Sheet is long and dense, they suggested that if possible it should be revised to improve readability for participants.

Decision 

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

· [bookmark: _GoBack]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 how many study sites in New Zealand will be involved in this study. 

This following information will be reviewed, and a final decision made on the application, by Dr Melissa Cragg and Mrs Sandy Gill. 

 

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:
	23 May 2017, 12:00pm

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington, 6011



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 4:00pm.
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