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		Minutes




 
	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	26 September 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 22 August 2017

	12.30pm
	New applications (see over for details)

	12.30-12.55
12.55-1.20
1.20-1.45
1.45-2.10
2.10-2.35
2.35-3.00
3.00-3.25
3.25-3.50
3.50-4.15
4.15-4.45
4.45-5.10
	 i 17/CEN/175
  ii 17/CEN/176
  iii 17/CEN/177
  iv 17/CEN/180
  v 17/CEN/183
  vi 17/CEN/187
  vii 17/CEN/189
  viii 17/CEN/190
  ix 17/CEN/191
  x 17/CEN/192
  xi 17/CEN/194

	5.15pm
	General business:
· Noting section of agenda

	5.30pm
	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 
	Apologies 

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

	Dr Cordelia Thomas 
	Lay (the law) 
	20/05/2017 
	20/05/2020 
	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 12.05pm and welcomed Committee members, noting that apologies had been received from Dr Patries Herst.

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 22 August 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/CEN/175 

	 
	Title: 
	Australian Bronchiectasis Registry (ABR)_New Zealand  

	 
	Principal Investigator: 
	Dr Conroy Wong 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	14 September 2017 


 
No member of the research team was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

1. The committee commended the research team on the amount of detail given with respect to privacy and data and how it would be managed in the participant information sheet and, also on the information stated at question p.4.1 in the application form which asks researchers to describe whether and how the study may benefit Māori.  The committee noted that at question p.4.2 in the application form that it would also have been good to acknowledge that in terms of fact that their information will be in a registry participants’ understand their right to their own knowledge as a Taonga is recognised. 
2. The committee noted the commencement date of the study as stated in the application form has passed and asked that in future an accurate commencement date be given. 
3. The committee discussed whether it would accept the evidence of scientific peer review submitted with the application or request further independent review and agreed that on balance it was satisfied with the peer review submitted because this is a registry rather than a study. 

Summary of ethical issues (outstanding)

4. The committee noted that the questionnaires ask questions related to depression, anxiety and stress and noted the potential for them to identify issues around mental health. With this in mind the committee queried whether there will be referral to appropriate services such issues are identified and asked that the researchers clarify this. 
5. The committee noted the answer given at question a.1.5 on page 5 of the application form states that the setting up of the Bronchiectasis registry will involve the collecting of information from consenting participants aged 16 years and older who have Bronchiectasis.  The committee seeks clarification on who will be asked to participate in the registry as an information sheet for children and young people aged 11-17 years has been provided with this application.  Participants aged 16 years and older are able to consent for themselves.  Please clarify this in a.1.5 otherwise doesn’t make sense for this group to have the consent form.
6. Further, questions f.1.2 and f.2.2. on page 20 of the application form state inclusion criteria as being for people aged 16 years and over.  
7. The Application reads that the registry is for adults when participant information sheets provided with the application do not suggest this. The committee would like to know how the research team are going to approach people to be in the study and to clarify whether this is an opt-in process. 
8. If children and young people under the age of 16 will be asked to participate in the study please update the heading of the participant information sheet for children to read age 11-16, please provide an assent form for them and please also provide a re-consent form for when participants to read and sign when they turn 16 years old. 
9. If an assent form is needed please include details of people independent of the study who the children and young people can contact if they have questions about being in the registry.

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

10. Page 1, under the heading ‘Introduction’: in the first sentence please replace the words “receiving medical treatment for” with “about people diagnosed with Bronchiectasis”.
11. Page 2, under the heading ‘Do I have to take part in the registry?’: the committee noted that the way the wording is stated in the second paragraph implies that a person’s information is included in the registry unless they say ‘no’.  The committee seeks clarification on whether this is an ‘opt-in’ process and asks that the wording be revisited and it made clear that this is an opt-in process. 
12. Page 4, 4th paragraph: The first sentence that reads “Your health information and questionnaire responses will be transferred overseas in a coded form and cannot reveal your identity to anyone except your New Zealand study doctor.” is too strongly worded as the information can be re-identified.  The committee asked that this be changed to read something along the lines of that there is very low risk that they your identity will be revealed.  
13. Page 4, 5th paragraph: the committee noted the sentence that states the EMBARC system complies with data protection legislation and asked whether this means New Zealand legislation.  Please clarify what is meant by this. 

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

· Please clarify whether there will be referral to appropriate services should issues around mental health be identified when participants complete the questionnaires. 
· Please clarify whether the registry will include data for children and young people under the age of 16.  Please clarify how you are going to approach people to be in the study and clarify whether you will have an opt-in process. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 

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

	 2  
	Ethics ref:  
	17/CEN/176 

	 
	Title: 
	USPIO MRI Tracking macrophage Scan 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	University of Otago Dunedin School of Medicine 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Noelyn Hung 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 (outstanding)

1. The committee noted that the evidence of peer review from Otago Medical School has been submitted with this application and explained that usually the committee requires that details of what is covered in the peer review are included.  However, it may be that the peer review is from a recognised source and further details are not required. The Secretariat will check and confirm its policy on this.  Regardless, the researchers advised that they could forward the comments on with any response to the committee. 

Summary of ethical issues (resolved)

2. The committee queried what will happen to the data after the study as information stated in the application form differs.  At question r.2.5 on page 17 it is stated that information generated in the study will be stored indefinitely in the research database and ‘isoft’ and, at least 10 years. At question a.1.6 on page 4 of the application it is stated that data will be archived for 10 years as required.  
3. The researchers explained that radiology scans are entered in the hospital research database system where images can be viewed and then archived.  The images can be viewed by hospital radiologists and are not restricted to the study researchers alone and there is the potential for other hospital staff to access the scans if they have the NHI number and are interested.  The researchers noted however that the study report won’t be logged in the database so in a way it is secure.   The committee asked that researchers to clarify in the participant information sheet and consent form that participant scans will be stored as part of the Southern DHB database system with access by NHI number which is as secure as other hospital data. 

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

4. Please proofread the document for typos. 
5. Page 1, under the heading ‘What is the purpose of this study?’: the committee asked the researchers to clarify whether the sentence that talks about there being faster diagnosis and improved patient treatment if the brain scan is successful means that there will be direct benefit for participants or diagnosis for future patients.  The researchers explained that there is currently no preoperative way of knowing which tumours are more or less aggressive and that if successful this could help improve diagnosis time for patients in the future. Please clarify this in the participant information sheet by stating that if this brain scan is successful it will speed up diagnosis for patients in the future.                       
6. Page 2, under the heading ‘What are the possible benefits and risks of this study?’: the committee noted in the second paragraph it is stated that the liver will be able to metabolise iron without causing any problems.  Later, in the third paragraph, it is stated that people might feel minor nausea during the scan. The committee noted that using the words “without causing any problems” was too definitive and suggested that this information be reworded to state something along the lines that it will be very unlikely to cause problems. 
7. The researchers noted that iron itself is not toxic but it is coated in sugar for the purposes of this infusion and the sugar can cause nausea or mild transient elevated blood pressure.  The committed noted that this section alludes to the exclusion criteria of a known allergy to iron or iron products and to say that iron not “causing any problems” might be too strong a statement.  The committee asked that any potential risks or known side effects as stated in the protocol should be in the participant information sheet for patients to see.  The low risk of anaphylactic reaction should also be included. 
8. The committee commended the researchers on their answer given at question p.4.1 on page 21 of the application form noting the information about the genetic subtypes was helpful.
9. For future reference the committee noted that the study commencement date given in the application form has passed and the date would need to be adjusted.  

Decision

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent forms, 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 Angela Ballantyne.
 

	 3  
	Ethics ref:  
	17/CEN/177 

	 
	Title: 
	Phase IIa Study of AGEN1884 with Pembrolizumab in 1LNSCLC 

	 
	Principal Investigator: 
	Dr Sanjeev Deva 

	 
	Sponsor: 
	CNS-Clinical Network Services Ltd. 

	 
	Clock Start Date: 
	14 September 2017 


 
Mrs Elizabeth Wardrop and Dr Sanjeev Deva 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 Phase IIa study looking at an investigational product in people with chemotherapy naïve PDL1 high, metastatic non-small cell lung cancer. The study will have a safety run-in phase and an efficacy phase.  The researchers will recruit 3 participants in New Zealand. The majority of the study will be run out of Australia.
2. The researcher explained that pre-screening is in place to pick up on people who fail on having the PDL1 marker.   

Summary of ethical issues (resolved)

3. Side effects of Keytruda:  The committee noted that some studies it has approved where Keytruda is used are on hold at the moment and it noted the need to impress on people that side effects of Keytruda can be severe. The researchers explained that they are up to date on the toxicity of this drug and that the sponsors are prompt to let them know of any new side effects. They noted that rarer autoimmune side effects are coming up in low numbers but are important to note. 
4. Page 11 of the main participant information sheet talks about what participants should do if they become pregnant during the study. The committee noted that often a pregnancy follow up form is provided for participants to sign after the baby is born for the researchers to collect information about the baby and noted that if the research team do want to follow up then they would need to submit additional forms for the committee to review as a post approval amendment via Online Forms.   

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

5. Page 2: the committee noted that the information about the study design could be more clearly put to participants.  For example, the second paragraph states that in this study up to approximately “26 participants will be enrolled over two possible dosing levels of the study drug in combination with standard treatment and in two study phases”.  The committee noted that there could be a more accessible way to provide this information to participants and suggested that a diagram could be a more effective way.  
6. The committee noted that the information sheet wasn’t clear as to the duration of treatment for the run-in phase. The third paragraph on page 2 talks about the run-in phase with the efficacy phase as 21 days but the next page (page 3), talks about participants receiving treatment for up to 24 months.  The researchers explained that the run-in phase is 21 days which is a standard window of time to see if there is any toxicity.  There will be a number of participants who remain on the treatment but don’t have to wait for all to finish to enrol in the efficacy phase.  Safety of the first cycle of treatment will be reviewed and then they will be able to expand out in the case of no known toxicities in the first group. 
7. Page 12 – the committee commended the researchers on their explanation of the risks of being exposed to radiation. 
8. Page 14, section 13 ‘What if I withdraw from this study?’: the committee noted the statement that participants should be aware that data collected by the sponsor up to the time they withdraw will form part of the research project results and “..if you do not want them to do this you must tell them before you join the research.” The committee sought clarification as to the meaning of this statement as the consent form states on page 19 that consent is for information collected up to the time of any withdrawal being processed. The researchers explained that participants involved in a clinical trial who withdraw from the study can consent to the sponsor analysing their data up to the point of withdrawal.  The committee asked that the researchers remove the relevant statement from section 13 on page 14 of the information sheet.  
9. Section 19 on page 17: the committee noted that information about additional costs and reimbursement is duplicating what has already been stated on page 6.
10. The committee noted that participants may legally withdraw their consent to be in the study either in writing or verbally and that it is important that they are made aware that they have the option of withdrawing verbally.  
11. Section 17 on page 16: the committee noted that the compensation statement in the forms states that participants would not be eligible for compensation from ACC but compensation would be available from the study’s sponsor in line with the Medicines New Zealand Industry Guidelines on Clinical Trials. Please reword this statement to say that participants would be eligible to apply for compensation from the study sponsor as this is still a process whereby they apply and compensation is not automatically given. 

Optional participant information sheet and consent form for the pharmacogenetics assessments:  

12. Page 8, bullet point 7 states that participants consent to attending follow up visits in the event that they withdraw from the study to allow collection of information regarding their health status and to for permission for a member of the research team to access their medical records for collection of follow up information for analysis. The committee asked whether this statement is a carry-over from the main consent form. The researchers confirmed that it is and the committee asked that the statement be removed noting that it is helpful to keep this study information specific to this study so that it is not confusing for the participants. 
13. Page 8, bullet points 8 and 9: please be specific that this consent is for the pharmacogenetics sub study.  

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).

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

	 4  
	Ethics ref:  
	17/CEN/180 

	 
	Title: 
	DHEVAC Study 

	 
	Principal Investigator: 
	Dr José Derraik 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Karen Leong and Dr José Derraik 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 aim to ascertain the extent of diurnal height variation in Auckland children. The researchers have approached four different schools and through contacts have made a decision about which children will be included in this study. 
2. The researcher explained a year 8 student presented a project on height variation in her family with and without yoga at the science fair in Auckland and this is where the research team got the idea for this study.  In current literature there is evidence of decreasing height throughout the day.  The student was invited to develop this project alongside the research team. 

Summary of ethical issues (resolved)

3. The committee queried how the research team intend to use the data once they have collected it. The researcher explained that it will be analysed for a scientific paper.  The data will be anonymised and only the supervising teacher will be able to connect the data to an individual through a study ID/coding students to match data. 
4. The committee noted that some participants could experience ‘Whakama’  in relation to their weight and asked the researchers to give some thought to the fact that in pacific island cultures people will say ‘yes’ to being in a study because of the position/authority that the researcher holds.  
5. The researchers confirmed that school principals will agree to this study taking place at their school.

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

6. Because the researchers are going to gain a representative sample of the population the committee noted that it would be helpful to include contact details for people representative of those populations who are outside of the study team so that the participants can contact them with any questions they have about the study. 
7. The committee noted the answer given at question p.4.2 on page 20 of the application that asks researchers to identify cultural issues that may arise for Māori and how they will be managed. The committee noted that in terms of method of measuring height there is a strong possibility that the head will need to be touched and recommended that the researchers acknowledge the Tapu of the head when the measurement is made. The committee asked that the researchers let students know in the participant information sheet that their height will be measured and there is possibility that their head will be touched when the measurement is made so that it is not a surprise for them.  
8. Page 1, second paragraph under the heading ‘Why are we doing this study?’ The committee noted the sentence “The measurement of your height is an important part of the medical assessments that doctors and nurses perform.  It tells them a lot about how you are growing and how well you are.”  The committee noted that this information appears to be irrelevant as the measurements won’t be taken by a doctor or a nurse and it is a misleading statement about the purpose of the study. Please remove this statement. 
9. Page 2, under the heading ‘What if something goes wrong?’  Please replace the current statement with the following clause, which is standard wording from the HDEC information sheet pro forma: 
a. 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.
10. The committee noted the statements on the assent form and parent consent form that participants agree to the study team collecting my information anonymously and that all information is collected anonymously when this does not appear to be the case as other students and teachers will be collecting the participants’ information. Even though the information will be stored in a way that cannot readily identify the participants, if teachers and students are collecting the information then they will have access to non-anonymised data for a period of the study. 
11. The researchers explained that the student fills in a questionnaire but do not write their name on the questionnaire – a code is on the form that the teacher will store and this information will not be accessed by the students.   The teacher alone will take a measurement of a participant’s weight with their consent as it is acknowledged this is a delicate topic for a large number of students.  Co students will be actively involved in taking part in the data collection for height only. 
12. The committee agreed that more nuance around the confidentiality of participants’ information is needed in the information sheet in a section on data collection.  The committee noted that the design/model of the study is fine and not unethical but what needs to be made clear is that data collection will be over a period of two weeks, that students will be filling out a questionnaire that will have three questions some of which their co-students could see, and some of which only their teacher will see and that they will be asked about their physical activity.  Once their information is collected it will be stored anonymously. The committee recommended that the three questions that might be seen by the co-students be included in the information sheet so that parents/caregivers and the participants know in advance what they will be and that they are non-threatening.  
13. The researchers intend to store the data indefinitely so that it might be used for further research in future. The committee asked that this also be included in the information sheet. Indefinite storage of data. 

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 Observational Studies para 6.10) 

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

	 5  
	Ethics ref:  
	17/CEN/183 

	 
	Title: 
	A study assessing the similarity of Actemra®, RoActemra® and the trial drug MSB11456. 

	 
	Principal Investigator: 
	Dr Christian  Schwabe 

	 
	Sponsor: 
	Merck KGaA 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Christian Schwabe and Miss Olivia Thame 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 explained that this is a typical bioequivalence study comparing a copy manufactured by Merck with the originator from the United States and one from Europe. The study drug is used in rheumatoid arthritis and participants in the study will be randomly assigned to one of the three treatment groups to receive a single dose of one the three compounds and they will be followed up. 

Summary of ethical issues (resolved)

2. The committee noted that the study advertisement states that participants must be healthy adults who are not taking medications and queried whether this is with the exception for women taking oral contraception.  The committee noted that it has seen similar studies where women can use oral contraceptives while on the study.
3. The committee noted the answer stated at question r.8.1 on page 21 of the application form that risks to individual participants must be balanced against the potential societal benefit stemming from the successful development of improved medical therapies and queried whether this study is looking at improved medical therapies or comparing them.  The researchers explained that access to therapies is improved rather and the committee asked that they state this in the information sheet so as not to oversell the study drug. 

The committee requested the following changes be made to the participant information sheet and consent form:

4. The committee commended the research team on the way the participant information sheet was written as from a lay perspective it is clear what the study is about and what a participant will need to do. 
5. The committee commended the researchers on the graph on page 5 of the information sheet noting that it is a helpful quick reference for participants to see what is happening and when.  
6. Optional pregnant partner data release form: the committee queried why there is a form for pregnant partners but not for pregnant participants. The committee advised that the initial consent in the main participant information sheet does not give the researchers the right to get data about a baby when he or she is born and asked that the researchers use the form for both the participant and for the partner of a participant to follow up on the data when a baby is born.  The parent can sign for access to data about the baby after the baby’s birth. The committee also requested that the words “and/or the partner’s legally acceptable representative” be removed from the ‘Statement by Consenter’ box as competent participants sign for themselves. 
7. The committee noted the answer stated at question r.4.1.1 on page 20 of the application form around clinically significant findings being discussed with participants and relevant advice and GP referral being offered where necessary is not currently stated in the information sheet.  Please include what might happen in the event of clinically significant finding in the participant information sheet. 

Decision 

This application was approved by consensus.
 
 

	 6  
	Ethics ref:  
	17/CEN/187 

	 
	Title: 
	The DART SPIRIT Trial 

	 
	Principal Investigator: 
	Dr Lalit Kalra 

	 
	Sponsor: 
	Dart NeuroScience, LLC   

	 
	Clock Start Date: 
	14 September 2017 


 
[bookmark: _GoBack]Members of the research team were 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 study will enrol participants within the weeks after they have experienced a stroke. They will be randomised and will receive the study drug once daily for 42 days in addition to receiving upper limb rehabilitative therapy and the researchers will measure for efficacy will at different points.  Participants will not necessarily be inpatients and it is possible that some participants will have been treated acutely at other district health boards. 
2. All participants will have a cognitive assessment and will have a Mini Mental State Examination (MMSE) of 22 or higher to take part. 

Summary of ethical issues (resolved)

3. For future reference the committee noted that it is useful to state any known statistics relating to the higher incidence of stroke in Māori at question p.4.1 in the application form. For question p.4.2 the committee noted that one of the most important cultural aspects is the use of tissue and this should be acknowledged.  Any known statistics in relation to stroke rates in Pacific Island and other population groups would have been helpful in the answer to question f.1.2.

Summary of ethical issues (outstanding)

4. As this study involves a new medication it should have Peer Review by SCOTT but this has not been indicated in the application form and peer review included is from the study sponsor and another ethics committee at Austin.  Please clarify for the committee whether the study will be scientifically reviewed by SCOTT.  

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

5. Page 2, second paragraph under the heading ‘What is the purpose of the study?’ The committee asked that this paragraph be revised and reworded in the interests of simplifying the information for a lay audience.  
6. The committee noted that a table of assessments can be a helpful reference point for a lay person to follow and to get a sense of what to expect at each point during the study and recommended that such a table be included. 
7. Page 2, paragraph 4: the committee asked that the word “therefore” be replaced with the word “and”. 
8. Page 2, fourth paragraph under the heading ‘What will my participation in the study involve?’  Please revisit and reword the information about randomising to make sure that groups are the same. The committee also recommended that the words “and avoids study doctors or participants jumping to conclusions” in the following sentence be deleted. 
9. The committee asked whether samples will be sent overseas for analysis.  The researcher confirmed that they will be and the committee requested that this information be included in the participant information sheet and consent form.  
10. Page 2, consent form: the committee noted that consent to storage for “any future research” is included and advised that if future unspecified research using the samples that is unrelated to this study is intended then a separate information sheet and consent form is needed. Please clarify whether the use of the samples for future research not related to this study is intended.  If yes, please provide a separate optional information sheet and consent form. 
11. Page 4, under the heading ‘Questionnaires and Test Completion’: the committee noted the statement “As part of any research study involving the brain, the study staff must perform an assessment of severity and frequency of suicide-related thoughts and behaviours. The committee noted that this is stated as established protocol and highly declarative and asked that the researchers modify this statement to express the point accurately.
12. Page 7 under the heading ‘What do I have to do?’: Please state where participants will be required to visit and what compensation they will be given. 
13. Page 8 the committee noted that mental health is mentioned under section 9 about the possible risks and it is stated that study doctor can arrange for referral to a counsellor or other support if needed.  Please include this information under ‘Questionnaires and Test Completion’ on page 4.  
14. Page 9 under the heading ‘Adrenal gland’: the committee noted that the lay person may not know what the first sentence means and asked that this sentence be modified to give an explanation and state in lay terms what is meant by damage. 
15. Page 10: the committee noted the ‘Alternative wording for Catholic Institution’ section and that it is the same as the wording prior.  
16. The committee noted the inclusion of the form for withdrawal from the study and reminded the researchers that participants can also withdraw orally and that this is legally effective. 
17. The committee advised the researchers that on receipt of a provisional approval response the committee can make one of two decisions approve or decline and asked the researchers to make sure that their response covers all the points the committee has highlighted above. 

Decision 

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

· Please clarify for the committee whether SCOTT will provide independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· 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).

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

	 7  
	Ethics ref:  
	17/CEN/189 

	 
	Title: 
	AGCT1531: Low Risk and Standard Risk Germ Cell Tumours 

	 
	Principal Investigator: 
	Dr Tristan Pettit 

	 
	Sponsor: 
	Children's Oncology Group 

	 
	Clock Start Date: 
	14 September 2017 


 
Mrs Meredith Woodhouse and Dr Tristan Pettit were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

1. The committee thanked the researchers for the application and started review by addressing the cover letter and in particular the order in which the consenting process is stated.  The committee noted that with respect to the short form for translation that its concern is that the short form is broad with no limitations and doesn’t add to the informed consent process. The researchers noted that the form is used for participants who don’t speak English and who might see this first as an indicator of whether they would like to be in the study.  The committee expressed its preference that all participants be consented first with the main information sheet and consent form in the interest of fully informed consent and that the short form be used subsequently. 

The committee requested the following changes be made to the LR Group main study participant information sheet and consent forms:

2. The committee commended the research team on a providing a helpful diagram on page 3 of the information sheet for the Low Risk group main study.  The committee noted that the diagram stated that at certain points study therapy would be stopped but queried whether the low risk group will receive therapy as its understanding is that the low risk group is observed for tumour recurrence post SOC surgery. The committee recommended that the diagram be amended to say “stops study”.    
3. Page 6, 4th bullet point under the heading ‘What side effects or risks can I expect from being in the study?’.  The committee noted the statements “Some side effects may interfere with your ability to have children and some side effects may be serious and even result in death” and suggested that they be removed as this part of the study was observational. 
4. Page 6, under the heading ‘Are there benefits to taking part in the study?’  The committee noted the statement “getting rid of cancer for long time, or for the rest of your life” and noted that this will not be potential benefit as they are being observed only.
5. Page 8, under the heading ‘What are the costs?’: the committee noted the statement that no payment required for this treatment. The researchers explained that active surveillance is a form of treatment and this is being offered in this low risk arm but this not understood by lay public.  The researchers will go through this with participants at the time of consenting. The committee noted however that information in the written form has to be understood and people take the forms away with them and need accurate information. The LR group do provide specimens and tissue. 
6. The committee sought clarification about the age groups stated on page 1 of the main participant information sheets from for the SR1 and SR2 group participants. Page 1 states that a germ cell tumour is considered SR1 or SR2 when participants are 11 years old or younger at diagnosis. The committee’s understanding from the protocol is that participants in the SR1 group need to be younger than 11 and in the SR2 group they are 11-25 greater than 11 but they are 11-25 years old. The researchers agreed that participants will need to be in the right groups and will check this. 
7. Assent forms: the committee is not comfortable with the inclusion of “what is wrong with me” as it can come across as judgemental and imply that they are blamed for being unwell.  The committee suggested this be replaced with something along the lines of why am I being invited to be in the study? 
8. At the end of each information sheet there is a Certificate of Confidentiality that contains information that is related to US law.  The committee noted that this is misleading as the protections offered won’t apply in New Zealand.  
9. Continued Participation on Reaching the Adult Age of Consent forms.  Page 1 under the heading ‘Why am I being invited to continued study participation?’ The committee noted that the Minors Contract Act makes 18 the age for signing legal contracts and suggested that the researchers could either remove the last sentence in the first paragraph or could justify why they are offering to 16 years or older with reference to the care of children act. 

Decision 

This application was approved by consensus.
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	Ethics ref:  
	17/CEN/190 

	 
	Title: 
	Comparison of the blood levels of two forms of mesalazine tablets in healthy volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Southern Cross Pharma Pty Ltd 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Noelyn Hung, Dr Tak Hung and Mrs Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

1. The committee had no significant ethical concerns in relation to this application and noted that its design and participant information sheets are similar to those it has reviewed for previous applications.  The committee commended the researchers on a well-completed application.

Decision 

This application was approved by consensus.



	 9  
	Ethics ref:  
	17/CEN/191 

	 
	Title: 
	Comparison of the blood levels of two forms of mesalazine tablets in healthy volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Southern Cross Pharma Pty Ltd 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Noelyn Hung, Dr Tak Hung and Mrs Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

1. The committee had no significant ethical concerns in relation to this application and noted that its design and participant information sheets are similar to those it has reviewed for previous applications.  The committee commended the researchers on a well-completed application.

Decision 

This application was approved by consensus. 
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	Ethics ref:  
	17/CEN/192 

	 
	Title: 
	A Phase 3 Study of BGB-3111 Compared with Bendamustine plus Rituximab in Patients with Previously Untreated Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma 

	 
	Principal Investigator: 
	Dr. Peter Stephen Ganly 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd NZ 

	 
	Clock Start Date: 
	14 September 2017 


 
Ms Helen McDermott 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)

1. The committee noted for future reference that it would be helpful to include any known statistics about degree to which Māori are affected by the condition at question p.4.1 which asks researchers to describe whether and how the study might benefit Māori.

Summary of ethical issues (outstanding)

2. The committee noted that the questionnaire participants will be asked to complete has questions about anxiety and depression and asked whether there will be follow up or referral onto support services if any issues are identified.  The researcher explained that they the questionnaires will be referred onto the sponsor for research rather than treatment purpose and also that patients are followed up on often and the clinical team do tend to pick up on any issues. The committee asked that the research team clarify with the sponsor what they plan to do if there are any red flags alerted in the questionnaires. 

The committee requested the following changes be made to the participant information sheet and consent form:

3. The committee asked that the researchers give the participant information sheet a careful read to check for repetition of information and also sections that say delete if not applicable to your site.
4. Page 3 of 21, under the heading ‘How long will you be on the study?’  The committee noted that it is stated that participants will be asked to continue on the study until their condition progresses and asked whether participants who are doing well can continue to access the intervention.  That statement infers if that if participants do well then they will have the study drug on an ongoing basis.  The researchers will clarify whether this is case and let the committee know.   
5.  Page 13 of 21, under the heading ‘For females only’: the committee suggested that it would be more appropriate to state that participants will be asked for permission for their study doctor and sponsor to medically follow and monitor the pregnancy.  
6. Page 16 of 21, under the heading ‘What will happen to information about me?’. Please clarify which law/jurisdiction you are talking about and which piece of information it is referring to.


Participant Information Sheet and Consent Form for Biologic Samples for Optional Future Research
7. The committee noted that there are a number of items that need addressing for participants to be fully informed. For example, if tissue is to be sent overseas then potential future uses need to be covered. The committee asked that the research team check the requirements listed in part two: information to be provided, of the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes are covered.  http://www.health.govt.nz/system/files/documents/publications/guidelines-use-of-human-tissue-may07.pdf
8. Page 2 under the heading ‘What is the purpose of the sub-study?’  The committee noted the statement that any samples used for exploratory studies will be de-identified and anonymised and noted that the terms mean different things. The committee explained that if the samples will be given a code then they will be de-identified rather than anonymised.  If there is ongoing value to link the data and the researchers want to link then a code will be needed and this information will be ‘de-identified’.  The researchers will seek clarification on this and will let the committee know.  

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).

This following information will be reviewed, and a final decision made on the application, by Dr Angela Ballantyne and Dr Melissa Cragg. 
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	Ethics ref:  
	17/CEN/194 

	 
	Title: 
	A plant extract study – can flowers help in diabetes? First in human study 

	 
	Principal Investigator: 
	Associate Professor Jeremy Krebs 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Jeremy Krebs was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of study

· This study will trial an extract from a flower shown in a range of mouse studies to be effective in improving glucose homeostasis in diabetic mice and researchers now are looking to establish whether the extract will have the same effect in humans. 20 pre-diabetic male will be recruited for this study and each participant will be given three different doses of the plant extract.

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

· The committee noted that might matter to some participants to know what the extract is for example if they have some allergies, or they may simply not want to take something when they do not know what it is.  This is an opt-in study and if people don’t want to take the unknown substance they can choose not to participate. The researcher explained that because there is a patent possibility for this extract it has been kept confidential.  The plant itself is edible and if participants are potentially allergic to the plant they will be excluded from the study. 
· The committee queried whether there is a chance that the extract is not on established allergy list due to absence of data and, what the researcher considered the risk to be of a serious adverse event.  The researcher noted that the risk of this happening is very low and in addition the trial is taking place in a clinical trials unit with robust protections in place.   The committee was satisfied that the extract does not need to be named given that participants are opting in, the risk of reaction is low and they will be under supervised conditions but suggested that the researchers include in the information sheet a sentence along the lines of we are not able to tell you the name of the plant and if this matters to you then you can choose not to opt in. 
· The committee noted that the application form states that participants will have a physical examination and asked that this information be included in the participant information sheet along with the fact that participants will need to fast for 12 hours prior to receiving the extract and that visits will be at least a week apart
· Please replace the compensation clause with the following: 
· 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.
· Page 2 of the consent form has a statement that says participants consent to their GP being contacted for additional details regarding any medical history and also as statement that participants consent to their GP being contacted for additional details regarding their medical history. Please also provide this information in the participant information sheet. 
· In the consent form please include Yes/No boxes for statements that are truly optional only.  If there are no optional statements please make clear to participants in the main information sheet that they have to say ‘yes’ to everything to be in the study. 
· In the consent form to clarify what will happen to a participant’s tissue please include a statement along the lines of: If you agree to bio banking your samples will be stored indefinitely and if not then they will be stored until the end of the study. 

Decision 

This application was approved by consensus.
 


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:
	24 October 2017, 08:00 AM

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



	No apologies were tendered for this meeting.

The meeting closed at 5.30pm
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