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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	28 March 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 28 February 2017

	12.30pm
	New applications (see over for details)

	12.30-1.00
1.00-1.30
1.30-2.00
2.00-2.30
2.30-3.00
	 i 17/CEN/50 (Patries/Sandy)
  ii 17/CEN/54 (Peter/Cordelia)
  iii 17/CEN/57 (Dean/Helen)
  iv 17/CEN/58 (Patries/Angela)
  v 17/CEN/59 (Peter/Sandy)

	3.00pm
	General business:
· Noting section of agenda

	3.15pm
	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 
	Present 

	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 
	Present 


 

Welcome

The Chair opened the meeting at 12.05 pm and welcomed Committee members, noting that no apologies have been received from any members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 28 February 2017 were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/CEN/50 

	 
	Title: 
	A cluster-randomised controlled trial of Therapeutic Storytelling Intervention (TSI) 

	 
	Principal Investigator: 
	Dr Simon Denny 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	16 March 2017 


 
Dr Simon Denny was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of study

1. This is a fascinating application where a Therapeutic Storytelling Intervention is used to teach teenagers life skills. There is a lot of experience with TSI but the intervention has not been rigorously evaluated.  
2. Dr Denny noted by way of clarification that his interest is in evaluating this intervention and he is not the lead developer.  The lead developer of TSI is Ron Phillips. 

Summary of ethical issues (resolved)

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

3. The committee asked who will deliver the sessions and whether any of the teenagers who may need extra help will be able to see someone external to the school as a safety net should the intervention or filling in the questionnaires trigger any issues that may put them at risk. Dr Denny explained that Ron Phillips delivers this work through the Counties Manukau District Health Board Child and Adolescent Mental Health Services to students in the classroom and he has done this for over 20 years.  In terms of who provides support the usual safety nets in place through the school system such as school guidance counsellor service and teachers will also be available. 
4. The committee queried how the questionnaire will be administered and Dr Denny explained that it is a 20 minute questionnaire that will be administered in a classroom setting and that the research team is looking to enable the questionnaire to be completed online in the classroom. 
5. The committee queried whether the questionnaire has an identification number.  Dr Denny confirmed that it does and it is a unique number but one that can be linked back to the student to allow the researchers to follow him or her over time. The committee noted that the participant information sheet says that information captured will not identify student in any way.  Dr Denny clarified that it will not identify the student in the intervention itself but that the team evaluating the intervention will need to be able to do so while they are gathering the information. The committee asked that this be made clear in the PIS.
6. The committee asked whether both parents will be asked to sign the consent form for their child to take part in this evaluation. Dr Denny explained that they will ask for consent from one of the parents or caregivers for each student.
7. The committee queried what will happen when the researchers have different groups within a classroom setting and one or two don’t want to take part in the evaluation, whether this might be stigmatising and how easy it might be for a student to say that they don’t want to take part.  Dr Denny clarified that the application before the committee is for ethical approval for the evaluation and for doing the questionnaire.  The intervention is run by the schools as part of their curriculum and they don’t give students much option for opting out.  Because the programme is being run through the school the researchers will follow school processes for picking up on any issues that may arise with individual students.  
8. The committee noted that the answer given at question r.1.8 on page 14 of the application form that there would be no requirement for treatment by a health provider but queried whether there would be a situation where a person might need psychological help from a health professional.   Dr Denny advised that should this happen then they would need to follow school procedures and this might involve referral to CAHMS services. 
9. The committee noted the researchers had stated that “There are no particular issues for Maori youth form participating in this study.” at question p.4.2 on page 19 of the application form.  The committee suggested that whakama or shame could potentially be an issue and noted that for future reference this is the sort of thing that the committee would expect to find mentioned here.  The students may not necessarily tell the researchers about whakama and they don’t bring that out into the open as they feel embarrassed or ashamed but the committee would like to see that the researchers have at least considered what cultural issues might arise and how they will take them into account in this study.  Dr Denny said that he would need to defer to his Maori colleagues in this regard.   The committee noted that generally speaking for Pacifika people those in positions of authority are often agreed with and while the researchers don’t have to look for a response in the students it would like to see that there is an awareness of them in the application. Dr Denny noted that he is aware of the ways authority plays out in our communities. He confirmed consultation with Maori is currently in progress. 
10. The committee queried whether classes will have mixed gender and Dr Denny advised that there will be classes that are both single sex and co-ed. The committee noted that in co-ed classes the boys may not acknowledge some things when there are girls around. Dr Denny explained that while the researchers will be able to follow students using a unique ID number that the questionnaire will be private to each student and does not need to be seen by other students in the classroom.   
11. The committee noted the many letters of support from schools who have implemented the intervention and have praised Ron Phillips for his ability to work well with the students.  With this in mind the committee queried that if the intervention is shown through this evaluation to be effective and then rolled out nationally, Ron Phillips may not have capacity to run all sessions in schools. In other words, how can it be demonstrated that the intervention’s effectiveness is due to the programme and not to Ron Phillips himself.  Dr Denny acknowledged that this was a good question and that they see evaluation of others delivering the intervention as a future study.  

Summary of ethical issues (outstanding)

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

12. The committee suggested that the researchers revisit some of the questions on the questionnaire as some of them phrased in such a way that they are “hard hitting” personal questions that could trigger some underlying difficult issues for students that may cause distress.  E.g. “How do you get on with your father?”.  Dr Denny noted that the students don’t have to answer all the questions and the committee noted that students won’t necessarily know that. The committee asked that the researchers include examples in the participant information sheet of the kind of questions students will be asked to answer before they consent so that there are no surprises.   
13. The committee asked what mechanisms are in place should a child experience distress after filling out the forms.  Dr Denny noted his strong experience in doing survey work and also that evidence they have suggests that by and large students find answering such questions a positive experience and appreciate the chance to talk about what is going on for them.  International research supports this.  He acknowledged that the questionnaire has personal questions but by and large young people don’t find answering such questions distressing. 
14. The committee noted that it is familiar with literature that young people appreciate being able to talk about what is going on for them but noted that researcher has not made clear whether there is follow up to work through some of the issues that may arise for students who complete the questionnaire.  Dr Denny explained that in the Youth 2000 survey they reminded students that they could talk to support people and gave students a card with support contact numbers included. Currently the questionnaire does not have such numbers included but the research team could include them.  
15. While pastoral care and other safety net processes are recognised, the committee queried whether the school is prepared to recognise triggers and whether a young person will need someone to talk to given a whole classroom answering a questionnaire. Dr Denny noted that he knows that the schools have good pastoral care arrangements in place and that the questions asked won’t cause distress.  The committee requested that there be provision put in place for observation of the class for the following 12-24 hours to put a safety net in place over this time and that this be explained to parents/caregivers in the information sheet.  Some of questions are hard hitting for the age group but if this evaluation is successful then there could be real benefit for students.  Dr Denny confirmed that the evaluation will be offered to older students in years 9 and 10.   

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

16. The committee asked that the researchers clearly state in the title of each of the participant information sheets which one is for the student and which one is for the parent/caregiver of the student.   
17. The committee asked whether the research team will follow up if with students if they indicate suicidal ideation on the questionnaire and Dr Denny advised that they certainly would.  The committee asked that the participant information sheets indicate this and that it be transparent about the process. The committee would also like to see information included in the parent/caregiver information sheet as it would also likely be comforting for the parent/caregiver to know about what follow up process is in place.  
18. Please include contact details for a Maori support person who is independent of the study and also for a Pasifika support person as you are likely to have a number of pacific island students taking part in the evaluation.  The committee agreed that the contact details of community agencies would be appropriate to include. 
19. The committee queried whether the researchers had thought about whether they would get honest answers to some of the questions when students know that they can potentially be identified and asked how the researchers planned to convince the students that completing the questionnaire is in their best interests and, how they might account for the fact that they may not get accurate data.  Dr Denny advised that he would rely on his clinical work experience running national service which involved talking to young people and explaining they think that the information can be used for greater good and that they can be sure that the information will be private.  The committee noted the need for the participant information sheet needs to be clearer about what information will and will not be kept private. In the interests of informed consent it should be clearly stated what is expected of the students and what is expected of the researchers in the participant information sheets.
20. The committee queried whether there will there be opportunities for parent evenings where they can come to talk about study.   Dr Denny said that he has offered such opportunities to the schools and will be guided by their response. The committee would encourage such evenings to happen and if so for this to be included in the parent/caregiver participant information sheet. 
21. Parent/caregiver consent form:  Please state: I consent to have my child be offered to take part in the study.
22. Student assent form: please change I consent to taking part to I assent to taking part. 
23. The committee noted that both of the participant information sheets submitted with this application have a statement that reads that participation is entirely voluntary and asked that the researchers phrase this differently to show that the intervention is part of the school curriculum but that parents/caregivers are only consenting to their child doing the questionnaire/students are assenting to doing the questionnaire.  
24. The committee noted that the researchers had stated in question r.1.1 on page 13 of the application form that students will listen to a chapter from the book read out by a facilitator before being asked questions about the chapter and to reflect on the story as it relates to issues in their lives.  The committee asked that this information be included in the parent/caregiver information sheet as parents/caregivers may not know that their children are being read to.  
25. The committee noted that the parental information sheet and consent form notes that their child can withdraw at any time and asked that this be amended to include that the parent/caregiver can withdraw too. 
26. Please make clear how many surveys the study involves 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).
· Please review the questionnaires and include examples of questions that participants will be asked in the participant information sheet and consent form. Please put provision in place for observation of the class for 12-24 hours following completion of the questionnaire to put a safety net in place over this time. Please explain this to parents/caregivers in the information sheet.  (Ethical Guidelines for Observational Studies, para 6.29) 

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

 

	 2  
	Ethics ref:  
	17/CEN/54 

	 
	Title: 
	Effect of meal duration and prolonged fasting on glycaemic control in type 2 diabetes 

	 
	Principal Investigator: 
	Miss Audrey Tay 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	16 March 2017 


 
Miss Audrey Tay, Prof Sally Poppitt and Dr Manish Khanolkar 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. The researchers introduced the study noting that it will look at the effect of prolonged fasting on glycaemic postprandial response and what they are trying to do is to figure out if different meal manipulations can influence this in the short term and in the long term.
2. The researchers wish to recruit people who have Type II Diabetes and are overweight and also people who are overweight but do not have Type II Diabetes. The researchers clarified for the committee that recruitment of participants will be through fliers, advertisements and word of mouth.  

Summary of ethical issues (resolved)

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

3. The committee asked whether researchers perform a blood test to verify whether the overweight people who offer to take part in the study have type II diabetes before enrolling them in the study.  The researchers confirmed that they would do a baseline blood test to look at glucose and if people were found to be diabetic they would refer them to their GP in the first instance; they would not be enrolled in the study  
4. The committee noted that the researchers had answered ‘no’ to question r.1.8 on page 15 of the application form that participants would not be receiving medical treatment by a health professional as part of this study.  The researchers clarified that they were intending to say it is an intervention but not a treatment as these patients are not normally monitoring their blood glucose everyday so this is not a normal treatment for them. 
5. The committee noted the answer given at question p.3.3.1 on page 22 of the application form about the inclusion of gift vouchers to compensate for the time and travel expenses and asked that this information be included in the participant information sheet.   The committee noted that the researchers had stated that additional vouchers will be given to Maori participants and stated the travel vouchers and reimbursements should be based on distance travelled and not on ethnicity.
6. The committee noted the peer reviewer’s comment about the study design of the breakfast omission study that the meal duration requires further consideration as to the formulation of the standardised breakfast meal, as the fibre content, firmness and texture of the foods is likely to influence the impact of the chew rate.  The committee queried whether this had been addressed. The researchers advised that the key thing is that the meal is the same for both treatments and that they have a food that is matched for both treatments and the only omission is chew rate.  
7. The committee queried the study design in regard to the timing of the intervention as set out on page 3 of the participant information noting that diet and exercise habits during the week can be somewhat different to those over the weekend and this was discussed as having a potential confounding effect on part two of the study. The researchers acknowledged the difficulties with controlling this especially when the monitoring method proposed is continuous glucose monitoring and some of the ways they may attempt to mitigate this. For example they will advise participants to come in when they don’t have a major event e.g wedding that involves food and will encourage them to come in when they have a quiet week planned.  
8. The researchers added that diet studies are difficult but the researchers try and fit in with participants’ lives in so far as possible and give them understanding it is important that intervention days are not at the weekend. The committee noted that they may find they have a higher recruitment rate if there is some flexibility.  The researchers noted that this could be difficult especially with using a continuous glucose monitor as they don’t want the gap to be too long. 

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

9. The committee asked that the researchers make clear up front in the participant information sheet that this study will be part of a Masters’ degree thesis. 
10. The committee asked that the study procedures listed at question r.1.1 of the application form be included in the participant information sheet and suggested that this might be best presented in a table for ease of access by potential participants. 
11. Page 1: please include that participants should not have donated blood in the past two months 
12. Page 3: please replace the word “give” local anaesthetic with “use” to avoid implying that participants would ingest the product. 
13. Page 4: please state up front that hormones and other markers will be monitored rather than burying it in the information sheet so that participants know that this will happen.  
14. Page 4 under the heading ‘Confidentiality’: please state that health information records will be retained for 10 years as per the requirement of the Health Information Privacy Code.  
15. Please make clear that people can withdraw from the study at any time.  
16. The researchers confirmed that they include the option for blood samples to be returned to whanau if requested or destroyed through the university system if that is their preference. There will be no further testing for conditions such as HIV or Hepatitis C.  The committee asked that this information be included 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 Peter Gallagher and Dr Cordelia Thomas. 
 

	 3  
	Ethics ref:  
	17/CEN/57 

	 
	Title: 
	Genomic analysis of adverse drug reactions 

	 
	Principal Investigator: 
	Dr Matthew Doogue 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 March 2017 


 
Dr Matthew Doogue 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. Dr Doogue clarified that participants will be identified by an investigator who will review the clinical records and laboratory data and an initial approach will be made by letter.  The committee requested that the researchers provide a copy of the letter for its consideration and asked that the letter make clear that the person has been identified via their patient notes and that this information will not be used in any other way either than to contact them about whether they would like to be involved in the study.  Consent from those interested in taking part in the study will then be sought. 
2. The committee asked whether there is some other way to access potential participants for the study other than directly reviewing patient records. 
3. 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 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.
4. Dr Doogue explained that they would have to contact 10 times as many people (1500 rather than 200) and that this would be costly and time consuming if clinical records are not used to identify the sample and further, requesting time from hospital clinicians may not be feasible.  The committee was satisfied that this explanation helped it understand the burden of having to contact people without the use of clinical records.  In this case, it considered that accessing clinical records was reasonable, the privacy breach was small, the researchers are looking at the health information for screening purposes and not for research that there is strong public interest in the study.  
5. The committee noted that the approach to individuals via letter would need to be done with care and that the letter would need to state that their details have been routinely accessed, they have been used only to contact the person and that the researchers will not use any health information about them for research purposes without their consent. 
6. The research team is still working on setting up a bio bank for storing tissue including for future research and they will subsequently make a separate application to one of the Health and Disability Ethics Committees for approval of a tissue bank.  The committee advised the researcher that the participant information sheet for future unspecified research submitted with this application would not be considered and decided with this application and that the researchers could submit this as an amendment to the study once an HDEC approved tissue bank was in place for the study. 

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

7. Please state that participants are potentially identifiable given that their genetic code can be matched against samples.  
8. Please revisit and reword the question to participants about whether they are interested in consenting to future unspecified research.
9. Please be specific about the types of ADR being studied e.g. hyponatraemia etc
10. Please note additional possible benefits and risks to participants. For example, incidental findings that may have repercussions for next of kin or offspring.  Please also clearly state what processes will be followed if incidental findings are identified.
11. Please state where the tests on samples that are going overseas will be carried out.  
12. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”

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 Mrs Helen Walker and Dr Dean Quinn. 



	 4  
	Ethics ref:  
	17/CEN/58 

	 
	Title: 
	A longitudinal study of dental health status of New Zealand children 

	 
	Principal Investigator: 
	Associate Professor John Thompson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 March 2017 


 
A/Prof John Thompson 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 acknowledged A/Prof Thompson’s cover letter was really helpful and that it appreciated him taking the time to do this. 
2. This study aims to look at reliability and completeness of data and how the data has been completed in terms of various components.  This is the first time quality checking will be done on the data. The committee queried whether researchers are requesting approval to access one year’s worth of data and then data to inform a larger study. A/Prof Thompson explained that they are requesting approval for the larger study and because of the large volume of data they will start by pulling one year’s data.  He noted that the researchers want to access dental data only and that it will not be used for linking with any other health information.  
3. The committee noted the following statement on the Auckland Regional Dental Service Enrolment and Consent Form - a free service in which the public is unlikely to not participate in - that: “The information you give us about your child will be kept by the Auckland Regional Dental Service and may be shared with other health professionals.  Use of and access to the information is covered by the Health Information Privacy Code.” does not mean that people are giving consent for their identifiable health information to be used for research.  The committee noted that the notion of informed consent requires that researchers be explicit about who gets access to this information and what the processes are.  
4. A/Prof Thompson sought clarification from the committee about Rule 10 (e) (iii) in part 2 of the Health Information Privacy Code that states that: “A health agency that holds health information obtained in connection with one purpose must not use the information for any other purpose unless the health agency believes on reasonable grounds that the information is used for research purposes (for which approval by an ethics committee, if required, has been given) and will not be published in a form that could reasonably be expected to identify the individual concerned.  The committee explained it can give a waiver to the requirement to have consent for the use of health information but only if the researcher can satisfy the criteria set out at paragraph 6.43 of The NEAC Ethical Guidelines for Observational Studies:  
a. Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable when:
i. 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 
ii. there would be no disadvantage to the participants or their relatives or to any collectives involved; and 
iii. the public interest in the study outweighs the public interest in privacy.
5. With this in mind, the committee noted that the researchers would like to access health information for a large number of patients and it appeared that this number would only increase over time. 
6. The committee was satisfied that it is impractical to get consent from 300,000 plus people and agreed to waive the requirement for consent in this case as long as a flyer is given to prospective participants.  The committee requested that this flyer provide contact details for the HDEC and for any independent support contact people such as a Maori support person and the Health and Disability Commissioner.  The committee requests to see a draft of the flyer to look at in its current form before it makes a decision in regard to approving this application. 
7. A/Prof Thompson noted that with Auckland Regional Services once they are at school they attend the dental clinic without a parent or guardian.  Not every child brings the flyer home but at least handing out the flyer would offer some public engagement as opposed to none at all. 
8. Peer Review: the committee noted that the Southern HDEC in its consideration of the application had requested further peer review.  The committee noted that additional peer review was submitted with this application that commended the original peer review submitted. The committee queried what the original peer reviewer’s relationship to the researcher is and whether he had anything to do with the dental service.  A/Prof Thompson confirmed that he is not and that is an obstetrician and head of women’s health but had also ended up with dental service under a managerial role. The committee was satisfied that this was an independent form of peer review. 
9. For future reference the committee advised that if the researchers are ever asked for further peer review then what is required is peer review from a different person rather than a review of the level of independence of the peer review submitted. 
10. The committee noted the answer stated at question a.1.6 on page 5 of the application form about the quality assurance process around access and security: “The data will be potentially identifiable as it includes a Titanium id code though those analysing the data will not have access to the Titanium database.  It is planned to leave the identifier on the on the data set for two reasons (a) in case there are any data quality concerns and data checks are required back to the Titanium system”.  A/Prof Thompson explained that what is meant by that statement is that if there are any issues raised then questions will go back to those who run the system to check; not the researchers. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the committee and which require addressing by the researcher are as follows:

11. For this study, the committee requested a simple flyer for prospective participants that explains that children’s data is being used for this project and that it will be anonymised and that this flyer be handed out to anyone who comes to the study through the clinic.  The practicalities of this approach were discussed and the committee suggested that the researchers could include information on the website or put posters up and that the posters include a website link that someone could take away with them and access the website independently.  Flyers could also be offered to children who are already part of the service when they come in for check-ups. 

Decision 

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

· Please provide the committee with a copy of a simple flyer and poster for prospective participants that explains that the children’s data is being used for this project and will be anonymised. Please include a copy of the link to your website on the poster that prospective participants can take away with them to access the website and find out more information about the study independently. (Ethical Guidelines for Observational Studies, para 6.10)

This information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Dr Angela Ballantyne. 

 

	 5  
	Ethics ref:  
	17/CEN/59 

	 
	Title: 
	RHB-104-04: Open-label Study of Efficacy and Safety of Anti-MAP Therapy in Adult Crohn's Disease  

	 
	Principal Investigator: 
	A/Prof Richard Gearry 

	 
	Sponsor: 
	RedHill Biopharma Ltd.  

	 
	Clock Start Date: 
	16 March 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. This is an application for an extension of an ongoing study (n= 24) with a known population who are well used to what is going on.

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

2. The committee noted that the participant information sheet, although long, appears to be driven by the sponsors about the volume of information needed.
3. Page 5 – you ‘may’ be reimbursed for reasonable travel costs.  Please remove ‘may’ replace it with ‘will’
4. Page 9 under the title ‘Pregnancy Risks’, last paragraph: please amend the wording to read: “If you do become pregnant or […], the study doctor will ask permission to follow the pregnancy to term, […]”.   The committee also requested that a consent form for parents be provided. 
5. Page 9, point 10 ‘What will happen to my test samples?’: A/Prof Gearry clarified for the committee that the blood samples will not be used for future unspecified research and the committee requested the inclusion of a sentence along the lines of informing them that their samples will not be used for other purposes without their permission.   
6. Page 13: please amend the approval from Northern B HDEC to Central HDEC. 
7. Pages 14 and 15: the committee noted that on the consent form it would be helpful to highlight the words “with” and “without” the biopsy and video capture to help participants differentiate between the options.  Further, the committee requested that the video capture of the colonoscopy be clearly stated in the information sheet to allow potential participants to be informed that they could choose to have this done as part of the study before they consent.  

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).

This information will be reviewed, and a final decision made on the application, by Dr Peter Gallagher 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 April 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.

Dr Peter Gallagher, Dr Angela Ballantyne and Dr Dean Quinn. 


The meeting closed at 3.15pm
	HDEC Minutes – Central Health and Disability Ethics Committee – 28 March 2017
	Page 1 of 15





	HDEC Minutes – Central Health and Disability Ethics Committee – 28 March 2017
	Page 15 of 15



image1.png
-

l and

. Disability
Ethics

g Committees




