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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	23 May 2017

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



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 27 April 2017

	12.30pm
	New applications (see over for details)

	
	 i 17/CEN/89
  ii 17/CEN/84
  iii 17/CEN/86
  iv 17/CEN/87
  v 17/CEN/88
  vi 17/CEN/92
  vii 17/CEN/94
  viii 17/CEN/95
  ix 17/CEN/96

	4.30pm
	General business:
· Noting section of agenda

	4.40pm
	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 
	Present 

	Dr Cordelia Thomas 
	Lay (ethical/moral reasoning) 
	19/05/2014 
	19/05/2017 
	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 and Dr Peter Gallagher. 

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 27 April 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/CEN/89 

	 
	Title: 
	Baropodometry changes after Tendo-achilles lengthening for ITW 

	 
	Principal Investigator: 
	Mr Koen De Ridder 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 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 ethical issues (outstanding)

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

1. The committee was concerned that the information sheets in their current form do not give enough information for participants to know what is involved in the study and what they will be asked to do. Also the information given in the application form did not give the committee a clear understanding about what the study involved and what would be required of participants. 
2. In regard to the information sheet and consent form that the child’s parent or caregiver will sign it is not clear what participation will involve.  For example, where the measurements will be taken, how much time the measurements will take and the number of times they will be asked to have the measurements taken.
3. The committee noted that the peer review of the protocol notes that the study does not include a timeline.  
4. The information sheet states that children who are due to have surgical Achilles tendon lengthening for idiopathic toe-walking will be invited to take part in the study as will children who have never been affected by idiopathic toe-walking to take part as part of a comparison group.  No information sheet and consent/assent forms for the comparison group were submitted with this application and they are needed. It was not clear to the committee how the researchers intend to recruit the comparison group. 
5. The committee noted the answer stated at question p.4.2 on page 19 of the application form that asks researchers to identify the main cultural issues that might arise for Mãori participating in the study and how they will be managed.  The researchers had stated that they were not aware of any specific issues.  The committee noted that mentioning the notion of ‘whakama’ and that some children may be embarrassed or self-conscious about their toe-walking would have been useful to acknowledge.  The committee would also like the researchers to clarify what they mean by the study protocols being “compatible with Tikanga practices”.
6. The answer stated at question p.4.3 that asks whether formal consultation with Mãori is required should have been answered ‘yes’.  If there is potential for Mãori participants in this study and or the study addresses an issue that is also of importance to Mãori then consultation is required.  
7. The committee queried why the researchers do not intend to collect participant ethnicity status as part of this study (question b.4.6 on page 20 of the application form).  
8. The committee noted the answer given at question r.2.1.1 on page 14 of the application form that: “no identifiable data recorded, only NHI’s recorded”.  The committee noted that the use of NHI would mean that data is not de-identified and it would like the researchers to clarify. 
9. The answer stated at question p.3.1 on page 19 of the application form is that both the parent/caregiver and the child will be required to consent.  The committee noted that the parent/caregiver can consent on behalf of the child and that the child can give assent not consent. 

The Committee requested the following changes to the participant information sheets and consent forms:

Child information sheet/assent form

10. The committee would like inclusion of pictures to help make the sheet look more visually interesting.

Parent/caregiver information sheet/consent forms

11. The committee requested that the researchers proof read the document for typos and grammatical errors. 
12. The study aims stated on page 1 of the information sheet state: This study aims to determine which of the two treatment methods results in less residual foot shape compared to children unaffected by idiopathic toe-walking. The committee noted there has been no description of what the two treatment methods are. 
13. Page 1: the fourth paragraph states that the document is 5 pages long and asks that people make sure that they have all the pages.  The committee noted that this should state that they make sure they have read all the pages. 
14. Page 2, second paragraph: please replace the word “authors” with the word “researchers”. 
15. Page 2, first sentence under the heading ‘What are the possible benefits and risks to you of participating?’: please remove the words “the world”.  
16. Page 2, first sentence under the heading ‘What would happen if my child has abnormal results?’: please explain in lay language what the term ‘foot morphology’ means. 
17. Page 4: please remove provision for the participant’s signature as the parent or caregiver consents on behalf of the child.  The child him or herself does not sign this consent form.  
18. The Committee requested a compensation clause be included in the parent/caregiver information sheet and suggested the following statement: “If your child was injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC for your child just as you would be if they 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.”
19. 
Resonance podiatry and gait labs letter to potential participants

20. The committee requested that information about the control group of children who do not have idiopathic toe-walking be included in this letter. 

Decision 

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

The committee agreed that the researchers did not provide enough information in the supporting documents for participants to have fully informed consent.  Also the information provided in the application form did not give the committee a clear understanding about what the study will involve and what will be required of participants. 

Informed consent has two basic components.
(a)	The decision is informed by adequate understanding of any information that is relevant to that decision.
(b)	The decision is voluntary, and is therefore free from undue influence such as manipulation or coercion.  (NEAC Ethical Guidelines for Intervention Studies, para 6.7)
Investigators should effectively communicate to participants the purpose and practical implications of all key study features, including any randomisation, placebo control or blinding (NEAC Ethical Guidelines for Intervention studies, para 6.12. See also ‘Features of intervention studies’, paragraphs 2.7–2.11 )


	 2  
	Ethics ref:  
	17/CEN/84 

	 
	Title: 
	The Christchurch Stroke Registry Study 

	 
	Principal Investigator: 
	Dr Teddy Wu 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 May 2017 


 
Dr Teddy Wu 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 noted that the researcher had involved in creating a large stroke registry in Auckland and asked why they were intending to repeat this in Christchurch. The researcher explained that Auckland is not representative of the population elsewhere in New Zealand as the population types differ.  In this case the researchers are wanting to look at a study question that might be more applicable to a national population and to validate results published from other stroke registries.   
2. The researcher noted that worldwide the literature suggests that the number of people experiencing strokes is decreasing.  It is not known whether this is the case in New Zealand, however. If through this research it is shown that Christchurch is bucking the trend then this will need to be addressed. A robust set of results might get attention at a national level to change clinical management. 
3. The committee asked whether it is known how many of the individuals that the researcher will access health information for have died.  It is not known but the researcher explained that in general there is a 20-30% survival rate in three years.  The researcher noted that people’s health information won’t be used beyond this study and the researchers have plans in place to ensure that privacy is protected.   Information in this registry will not be able to be linked to an individual. 
4. The committee noted that the researcher had commented in the application that there could be future research with the data from the registry and that study questions were listed in the application. The researcher noted that the Helsinki stroke registry has data for over 1500 ischaemic stroke patients.  Researchers can then come up with questions/hypotheses that haven’t been looked at once they have the data. The other possibility for use of the data is a collaborative relationship with Helsinki and a hospital in Australia – potential that with preliminary results they may be able to publish questions and address them and could pool data sets to do this. 
5. The researcher noted that he is anticipating that it will take around three years to make sure that the data collection is complete. 

Decision 

This application was approved by consensus.


	 3  
	Ethics ref:  
	17/CEN/86 

	 
	Title: 
	Acute ginseng red berry consumption on immunity, sugar metabolism & cognition 

	 
	Principal Investigator: 
	Dr Suzanne  Hurst  

	 
	Sponsor: 
	The New Zealand Institute for Plant and Food Research 

	 
	Clock Start Date: 
	11 May 2017 


 
Dr Suzanne Hurst was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of study

1. This study will look at whether ginseng berries are as good as the ginseng root at improving immunity, blood sugar control and cognition. 
2. The researcher explained that they are starting to look at berries as the berries have been found to have the same amount of the ginseng type compounds as the roots.  Berry yield is less than that of the root but can be harvested every year and thus is economically viable. 
3. This will be the first trial looking at bioavailability and is similar to what has been done with other berry fruits.  Based on literature the researchers are looking at innate immune efficacy, blood sugar control and cognition.  

Summary of ethical issues (resolved)

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

4. The committee queried whether it is possible that participants will do both trials.  The researcher advised that won’t happen.   
5. The committee queried whether participants will be required to fast in the first study. The researcher confirmed that they will not – they will be asked to eat as they normally would and then the researchers will take blood and urine samples.  
6. The second study is more involved. Participants will be required to fast then have a set breakfast that is provided for them then they will be tested over three days.  The researchers intend to first look at baseline glucose levels and ATP then give participants a sugar drink and monitor them over a couple of hours. Next time they come in they will be asked to do a mood questionnaire and then be given a sugar drink and then have a cognition test and the researchers will measure the effects on bloodsugar profile and energy metabolism.  Then the extract will be administered and then 24 hours later do the same tests to look at differences.  If the researchers find that people are pre-diabetic then they will exclude them from the study and recommend they see their general practitioner.  
7. The study has been designed by investigators here in New Zealand and the researcher has been brought in to look at the health benefits of the product. This study is a purely academic project and results will be published. 
8. The committee queried why ethnicity status will not be published.  The researcher explained that they intend to look at whether the product could be applicable to all New Zealanders and they don’t intend to start collecting ethnicity status at this stage.  There could potentially be a push to have New Zealand developed ginseng and different ethnicities will be addressed at that point. The committee queried whether it might be useful to start collecting ethnicity data now as it could potentially help in future. The researcher advised that there 70 people enrolled for this pilot study and they won’t get any statistically significant findings for a population of this size. Although they might not be able to show ethnicity related efficacy it would be helpful to know the make-up of the study population.  The committee noted that the researcher could make a small protocol amendment and then notify the secretariat to show that the researchers will collect this data. 
9. The committee noted for future reference that it would be helpful to state at question f.1.2 on page 24 information about other ethnic groups in New Zealand such at pacific island peoples and Asian people.  
10. The committee asked what steps the researchers have taken to ensure that employees won’t feel obliged to take part in this study.  The researcher explained that it is not a mandatory requirement for staff to take part in the study and that interested staff approach researchers rather than the researchers approach staff. Attendance may be during work time but managers will know, many staff work on flexi time and most of the trials are done on weekend. 

Summary of ethical issues (outstanding)

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

11. The committee asked that the researchers provide a trial reference number to the committee. 

The Committee requested the following changes to the participant information sheet and consent forms:

12. The committee commended the researchers on their participant information sheets noting in particular that the study had been described well. 
13. Please proofread the documents for typos
14. Page 1: the committee noted that participants will be given a “small compensation in thanks for your efforts to participate in this study” and requested that more detail be given about what the compensation is.  In the application form submitted with this application it was stated that compensation will be a 20 dollar voucher. The committee queried whether participants will be given a 20 dollar voucher plus reimbursement for the number of trips they make. The researcher explained that this had not been done in the past as people who come in are local.  The committee asked that it be made clear that participants will be given a 20 dollar voucher but will not be given reimbursement for travel. 
15. The importance of excluding people with diabetes from the second study was noted. With this in mind the committee suggested that at the top of page 2 on the information sheet it might be useful in the interest of clarity to list the exclusion criteria as bullet points starting with people who are diabetic. 
16. The committee noted that the information sheet doesn’t explain that people are going to be randomised and blinded and asked that the researchers describe in a paragraph that people will be randomised, the reasons why and that there will be a ratio of 50/50 placebo to treatment.  
17. The committee asked that it be stated in the information sheet that participants will not necessarily have any benefits but that there may be some benefit to others in future.  
18. Please state that the people who will take blood samples have gone through a training course with med lab and are competent to take the samples. 
19. Page 2, first paragraph under the heading ‘How will participants be recruited?’: please remove that participants will be recruited through flyers as they will likely have already seen them.  
20. Page 5, second paragraph under the heading ‘How will my privacy be protected?’: please state that data will be stored for a minimum of 10 years (as required by the Health (Retention of Health Information) Regulations).  
21. Page 5, fourth paragraph under the heading ‘How will my privacy be protected?’: please note that that other regulatory bodies as required by law may have access to a participant’s health information. 
22. The committee discussed whether to include the exclusion criteria of being a diabetic in the flyer for the second study.   The researchers will go through the criteria stringently when face to face with the potential participants and it was agree that it would be simpler to state on the flyer that potential participants will be screened for certain conditions or that some exclusion criteria include a number of medical conditions that may apply. 
23. Consent form: page 1, second to last paragraph. Please amend the last sentence to read that no other co-investigators will see my questionnaire. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide a clinical trial reference number to the committee. 

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

	 4  
	Ethics ref:  
	17/CEN/87 

	 
	Title: 
	Hospitalised Pneumonia with Extended treatment (HOPE) study  

	 
	Principal Investigator: 
	A/P Catherine Byrnes 

	 
	Sponsor: 
	Menzies School of Health Research 

	 
	Clock Start Date: 
	11 May 2017 


 
A/Prof Catherine Byrnes and Ms Charmaine Mobberley 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 the study

1. This study will trial an extended antibiotic treatment in 3-5 month old infants who are hospitalised with pneumonia.  It aims to look at whether a longer treatment course is superior to standard of care which is a shorter course of treatment with antibiotics. 
2. The committee made a general comment that some of the documentation submitted with the application does not require review by an HDEC.  Generally HDECs require a protocol but other than that other documents that require review are those that will be seen by participants.

Summary of ethical issues (resolved)

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

3. The committee noted for future reference that it is possible at question O on page 3 of the application form to tick more than one box. For this application the researchers could also have ticked ‘Future Unspecified Use of Tissue’. 
4. The committee noted that the researchers are addressing a significant problem and that it was sobering to read about the extent of the problem. The committee asked what the estimate of the number of Mãori and Pacific Island children enrolled in this study is.  The researchers expect more Pacific Island Children than Mãori to be enrolled in this study as they tend to be more at risk but together they would expect nearly 80 percent of participants will be Mãori and Pacific Island children.  The committee asked whether the researchers were certain that there will be enough power, given the number of participants, to know whether findings are significant and whether there will be any stratification.   The researchers stated not in these participant groups but noted that all who come in are at risk of having ongoing lung disease.  Once the study is completed the researchers can get their own data and analyse it as New Zealand children and within this group Mãori and Pacific Island children but by that time the numbers are small.  The researchers can describe what happened to the children but the findings may not be of statistical significance. 


The Committee requested the following changes to the participant information sheets and consent forms:

5. There is one parent information sheet for the main study and one optional information sheet for future unspecified research.  For the main study the same document has been uploaded in different formats (pdf and doc.x).  The committee sought clarification about the forms uploaded because two consent forms are needed: one for the parent to consent to their infant taking part and one for parent themselves as participant in answering the questionnaires. 
6. Please include information on the number of participants to be recruited to the study in New Zealand and also that participants will be randomised and how they will be randomised e.g. 1:1. 
7. Please make clear that parents/caregivers will complete a medication diary card (as stated at question r.1.1 on page 20 of the application form).  Please also state that parents/caregivers will be texted a 20 dollar pre-paid phone card after the final dose of medication has been given as a thank you for their time in the trial (as stated at question r.5.5.1 on page 26 of the application form). 
8. The Committee requested a compensation clause be included in the parent/caregiver information sheet and suggested the following statement: “If your child was injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC for your child just as you would be if they 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.”
9. Please include a separate footer on the optional participant information and consent form for future unspecified research as if and when any changes are made it will be easier to distinguish this from the main study information sheets and consent forms. 
10. The committee noted that the researchers intend to enrol children who are 4 and 5 years old and noted the need for the researchers to seek consent from the children once they reach the age of 16 to continue to the have the samples stored. When the child turns 16 he or she has the legal right to consent or to withdraw consent for continued storage of the samples. If the researchers intend to continue to store the samples they will need to have a re-consent document available to be used. Another option is for the researchers to keep the samples until the child turns 15 and in that case a separate consent form will not be needed. 
11. The committee reminded the researchers that consent for future unspecified research only pertains to blood and not the bacterial isolates as they aren’t human tissue. 
12. Page 3, second sentence under the heading ‘Will there be any bad effects or risks?’: The committee noted that this sentence doesn’t clearly state what the risk is and noted that question b.1.2 refers to the risk of ‘over treatment’ which might be a clearer way of expressing the risk to participants.  
13. Consent form.  Page 5, fifth bullet point: please replace the words “come out of” the study with “withdraw from” the study. Page 6: please replace the words “I am happy” with “I agree”. 

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 information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Cordelia Thomas. 
 

	 5  
	Ethics ref:  
	17/CEN/88 

	 
	Title: 
	Food 4 Health: Preventing diabetes  

	 
	Principal Investigator: 
	Associate Professor  Jeremy Krebs 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 May 2017 


 
A/Prof Jeremy Krebs and Prof Julian Crane 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

The main ethical issues considered by the Committee were as follows. 

1. The committee commended the researchers on their participant information sheet and consent form noting it could see the essential parts of the document easily at a glance.   
2. The committee noted that the question p.3.1 on page 25 of the application form stated that the researchers might advertise the study through, among other things, news media and noted that no media releases were submitted with the application.  The researchers noted that their primary means of recruiting participants to the study will be through letters sent via GP practices but that they may also advertise the study through email lists and would use the study brochure to help people learn about the study. There will be no press releases.
3. Question r.5.5.1 states that providers who assist with study recruitment will be reimbursed for costs incurred.  Reimbursement will not be linked to the specific number of participants enrolled in the study and providers will not be under any pressure to recruit. 
4. The committee noted that the researchers are using the pre and probiotics as a therapy intervention in pre-diabetic people and asked whether the researchers will need to get SCOTT review and approval. The researchers advised that they had approached SCOTT and been advised that review is not needed as the pre and probiotics are both foods.  

The Committee requested the following changes to the participant information sheets and consent forms:

5. The researchers clarified that participants will be reimbursed for travel according to how far they have travelled.  
6. PIS for Health practitioners: please provide contact details for the Mãori support person.
7. Optional PIS/CF for future unspecified research Page 2, third paragraph:  make this more specific to clarify that the research will look at the DNA of the bacteria and not the participant’s DNA. 
8. Please state whether any samples will be destroyed/discarded. 
9. Main PIS/CF Page 6, under the heading ‘Who has access to my information?’: the committee noted that it generally asks that a sentence stating that regulatory bodies may also have access to an individual’s health information is included.  Please include this in the information sheet under the heading who has access to my information. 
10. The committee asked whether an eligibility criteria be that people aren’t taking other probiotics.  The researchers advised that they won’t make this a requirement and will manage any potential issue within the data collection. 
11. The committee noted that there will be an information video.  The researchers explained that feedback from consultation groups was that to reach across all ethnic groups another way of getting information across is by video.  Two videos will be made with information drawn from the information sheet. The committee would like to see these videos after they have been finalised.
12. Focus groups with health professionals will be organised according to when people are available. The committee noted that this is information that they need in the information sheet and asked that the researchers include an explanation of how the focus groups will be managed.  
13. Please advise participants that they will have an opportunity to review transcripts.
14. Page 2 under the heading ‘What will happen to my information?’ The committee suggested that the researchers have participants sign a confidentiality agreement with respect to publications. 
15. Page 2 in the paragraph below the pictures mentions a “dummy capsule”. Please remove this term and say instead that it contains no probiotic.  
16. Consent forms: please include ‘yes/no’ tick boxes for statements that are truly optional only.  
17. The information sheet provides a telephone number for a Maori support person.  Please also state who that contact person is.
18. Health Professional Focus Groups: page 1 in the introductory paragraphs repeats that participants will be given a copy of the information sheet to keep. 
19. Health Professional Focus Groups: page 2 under the heading ‘What happens if I change my mind?’ Please note ‘RCT’ in full.   

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 the Chair and Dr Patries Herst. 
 

	 6  
	Ethics ref:  
	17/CEN/92 

	 
	Title: 
	STI retesting in high-risk regions of NZ 

	 
	Principal Investigator: 
	Dr Sally Rose 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 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 ethical issues (outstanding)

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

1. The committee noted that peer review submitted with this application is not from a person independent of the study and it is brief. The committee would like to see peer review from someone independent of the study that comments on the study design/protocol. 
2. The committee noted it would be more comfortable if the researchers were comparing areas where they might expect a lower rate and a higher rate as this approach might have less chance of stigmatising people. 
3. The committee noted the answer given at question b.1.3 on page 11 of the application form and agreed that it is unclear how descriptive output would lead to the best care of patients noting that advice/healthcare should be the same wherever a patient is.
4. The committee understands that STI’s left untreated pose a risk for health and reproduction but it is concerned about the potential for stigmatisation in this study.   The committee queried whether surveying health providers might avoid potential for stigmatisation for consumers. 
5. The committee noted that this study might not address the causes of ‘why’ people aren’t coming back for retesting.  
6. The committee would like the researchers to demonstrate how this study will achieve what they say it will do.  It was not clear to the committee that the data collected in this study could change service delivery and the committee need to be satisfied that what the researchers are going to do answers the question that they are asking. 
7. To the committee’s mind the current study will determine where there are gaps in the current management but only to the extent that a person didn’t come back.  Why the person didn’t come back will not be answered in this study.  The committee agreed there is a need for more qualitative research on people and clinicians about why consumers’ do not come back. 
8. The committee would like further justification from the researchers about whether they think the data they are collecting will answer the study question.
9. The committee asked that the researchers provide an explanation about why they think particular groups won’t be stigmatised as a result of this study.
10. The committee noted that cultural issues are not addressed at question p.4.2 on the application form.  It would like to have seen issues such as the concept of ‘whakama’ recognised. 
11. The committee agreed that it would review any response at a full committee meeting. 


Decision 

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

· Please provide further justification about whether the data you are collecting will answer the study question.  Please provide an explanation about why you think particular groups won’t be stigmatised as a result of this study. (NEAC ethical guidelines for Observational Studies, para 5.7)
· Please provide peer review from someone independent of the study that comments on the study design/protocol.

This information will be reviewed, and a final decision made on the application at the next full committee meeting after a response is received.  

 

	 7  
	Ethics ref:  
	17/CEN/94 

	 
	Title: 
	Design of adult acute mental health wards 

	 
	Principal Investigator: 
	Dr Gabrielle Jenkin 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 May 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 study

1. Dr Jenkin explained that this study has three aims related to the architecture of the building: the therapeutic philosophy underpinning the unit, types of activities and how staff and patients relate to use of the building. 

Summary of ethical issues (resolved)

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

2. The committee asked how the researchers see the aspect of asking family/whanau about their family member’s experience as useful given that they don’t reside in the unit.  The researchers noted that the right hand column in the questionnaire has a justification for why they are asking each question.  Dr Jenkin explained that family who visit the consumer (and participant in this study), might hear what they think and also they will have a view of the same things that the researchers are asking the consumers themselves about. For example, in relation to the food question the researchers noted that family take food in all the time and have a lot to say but in quite a different way to the consumer. The researchers noted that this can depend on the nature of unit and how long they have been there. Children and young people might have a different view of the food from their parents in the case where they are in an adolescent ward. 
3. Having seen all the work that the researchers have put in along with the documents that participants will see the committee feel more comfortable as this is a vulnerable population. The committee noted that if the researchers are able to make changes as a result of this study that will be positive.   
4. The committee queried whether the unit will be light-staffed when they are involved in the working focus group. The researchers advised that they would work with staff at the most convenient time for them and noted that in the past they have done this at hand over times.  They expect that appropriate services will be in place while the staff take part. 

The Committee requested the following changes to the participant information sheets and consent forms:

5. The committee noted that the information sheet for the consumer needs an explanation that family and whanau will be asked about how they feel about things such as the purpose of ward, food and recreational activities wider than the architecture.  
6. The committee noted that the researchers will be taking photos of participants’ rooms and queried whether there might be anything about their rooms that would be personalised and could identify them.  The researchers acknowledged that if a room looks different from another it may be identifying and they will check photos before publishing to see that there are no identifying features. They noted that the shorter stay patient rooms for acute patients are not personalised.  The researchers will do their best to avoid this and the committee asked that this be stated in the information sheets.
7. Interview for family: the committee asked that the researchers indicate that questions may explore the wider social aspects of the consumer’s stay. 
8. Please state that staff know and other patients will know that the consumer is taking part in the study.  
9. The working focus group from the staff will need consent and agreement from the DHB and they will need to know that this will take time out of their work day.  Please state this in the information sheet.  
10. Please state that participants will not be able to review their Interview transcripts. 
11. Page 2: please replace “Health and Disability Commission” with “Office of the Health and Disability Commissioner”.

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 Mrs Sandy Gill and Dr Melissa Cragg. 
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	Ethics ref:  
	17/CEN/95 

	 
	Title: 
	Study of Sage 547 Injection in the Treatment of Females with Postpartum Depression 

	 
	Principal Investigator: 
	Dr Joanna Joseph 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 May 2017 


 
No member of the research team 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.

Dr Dean Quinn declared a potential conflict of interest, and the Committee decided that he could remain in the room but not take part in the decision-making for this application.  The committee agreed that, in the absence of the lead investigator, it would direct any questions it has about the study to Dr Quinn. 

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 post natal depression is a significant issue and if the study drug shows promise as a treatment it could offer an alternative to currently used SSRIs.   
2. The researchers have advised the committee that the study drug will have review by SCOTT.  
3. The study will be run in 11 countries and the researchers in New Zealand are aiming to recruit three participants. Dr Quinn noted that the research team would like to be able to recruit more than three participants to the study but given the requirements of the study they may not find a high number of women who want to take part. 
4. Question p.4.2 in the application form: the committee noted that it would have expected to see recognition that some women will feel guilt/whakama about having this condition. 
5. Question f.1.2 in the application form: for future reference the committee noted that any known statistics for other ethnicities would have been helpful to include here.
6. The committee noted that if the researchers intend on doing local advertising to recruit participants to the study then it would like to see the advertisements.  Dr Quinn advised that the researchers are not planning on advertising as they have great links through the mental health service. 
7. The committee noted that if participants are first time mothers who do not have breast feeding established they may experience exacerbated depression if they cannot re-establish breast feeding after stopping for 7 days.  Dr Quinn noted that the research team had met with Dr Sarah Romans who runs a post natal depression support group and is a psychiatrist.  He explained that patients recruited will have moderate depression and will be able to consent for themselves.  Individuals recruited won’t need specialised hospital care.  With regard to breast feeding the participants babies won’t be new born babies and the participants would have had depression for several months so this won’t likely be an issue for most of the mothers.  The researchers are working on the understanding that the mothers who have post natal depression and have not been yet been diagnosed haven’t sought help earlier.  The vast majority of mothers in this group will already have stopped breastfeeding.  The committee suggested that the researchers could look at excluding women who are still breastfeeding.  


The committee requested the following changes to the participant information sheets and consent forms.

8. Please include a lay study title in the main participant information sheet and consent form.
9. The committee noted that the requirement for participants to be in the study for 72 hours over three days is lengthy and asked that the researchers include a table to make what is required of participants easier to understand.    
10. The committee noted that the information sheet doesn’t’ set out what will happen if a participant finds her depression worsens.  The researchers will only be seeing the women for a short time and that is the reason they have involved the mental health team as they will be using them as a safety net.  The committee noted that it would be good to include this information in the PIS.  Some women may feel guilt/whakama around having the condition. 
11. Page 8: the committee noted that the side effects table makes the form look weighty.  The committee suggested that the table be removed and replaced by a flow chart instead as this will be easier for participants to follow. 
12. Page 14: Please include contact person details in section 20.   
13. Please replace the term “Local doctor” with “GP”.

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 information will be reviewed, and a final decision made on the application, by the Chair and Dr Patries Herst. 
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	Ethics ref:  
	17/CEN/96 

	 
	Title: 
	Targeting Obesity through Sleep (TOTS) 

	 
	Principal Investigator: 
	Associate Professor Barbara Galland 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 May 2017 


 
A/Prof Barbara Galland, Ms Rachel Sayers and Ms Rachel Taylor 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 the study

1. This is a follow on study that will be more intensive than the previous and will be targeted at those most at risk of having an obese child. 

Summary of ethical issues (resolved)

2. The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
3. The committee had no significant ethical concerns about this study.
4. The committee noted that the researchers had ticked “a medical device that is or would be classified as a class IIb, class III, or active implantable medical device by the Therapeutic Goods Administration (TGA) at question ‘O’ on the application form and advised that it wouldn’t interpret the monitoring device used in this study in that way. 

The Committee requested the following changes to the participant information sheets and consent forms: 

5. The information sheet indicates that participants will not have to answer any questions they are uncomfortable answering and the committee asked that the researchers include examples of the questions themselves as a way of indicating the type of questions they will be asked. 
6. The committee noted that the two information sheets submitted with the application appeared identical as they contain no clear footer or date – the committee queried whether one is for the screening phase to get participants engaged.   The researchers stated that it is not.  The committee pointed out that as the researchers intend to get information from parents as participants and also the babies as participants, therefore both a consent form for the parent consenting to take part in the study and a consent form for the parent consenting for their child taking part in the study are needed.  
7. The committee noted that it is important to let potential participants know in the information sheet that they might enrol in the study, take part in the first session but then be withdrawn from the study because they subsequently meet an exclusion criteria for continued participation in the study. It is important to let them know in the information sheet that this could happen to them. 
8. Please state in the information sheet that the participant’s GP or current provider will be informed about their participation in the study and of any significant results obtained during the study.  
9. Please provide a contact number for the Mãori support person in the information sheet
10. PIS, Page 4 under the heading ‘What happens after the study or if I change my mind?’: the committee noted the statement that participants are welcome to request a copy of the study results should they wish and stated that it would normally expect a summary of results be sent to participants without people having to ask for it.  Please reword to say that participants will be sent a summary of results without having to request one. 
11. The committee noted the answer stated at question a.1.6 on page 4 of the application form that the intention is to study infants at high risk of obesity later in childhood and queried why this has not been stated in the participant information sheet.   The committee suggested the researchers state in the introduction that they think that participants’ children have risk factors that might predispose them to obesity.   
12. Please include the exclusion criteria of babies born preterm (before 36 weeks) or has a congenital abnormality or a physical or intellectual disability that is likely to affect sleep, feeding or growth.
13. The committee noted the information stated at question r.4.1.1 on the information form that noted referral to a health professional, with consent, for high EPDS scores or any unsafe sleep or other practices viewed from auto-camera recordings.   Please advise parents that their child will be wearing a camera and that their information will be used for this purpose. 
Consent form 
14. The committee noted that it could not find reference to the research staff collecting and processing antenatal booking information referred to in the consent form.  The researchers advised that this would not happen and the committee asked that this point be removed given that is the case. 
15. The committee noted that the advocacy and support contact details do not need to be included here as they are already stated in the participant information sheet.

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 information will be reviewed, and a final decision made on the application, by Dr Dean Quinn 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:
	27 June 2017, 08:00 AM

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



	The following members tendered apologies for this meeting.

No apologies were tendered.

The meeting closed at 4.30pm.
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