	[image: ]
		Minutes





	Committee:
	[bookmark: _GoBack]Northern A Health and Disability Ethics Committee

	Meeting date:
	16 April 2019

	Meeting venue:
	Ministry of Health, Level 3, Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm
	Confirmation of minutes of meeting of 19 March 2019

	1:30pm
	New applications (see over for details)

	
	 i 19/NTA/55
 ii 19/NTA/50
 iii 19/NTA/53
 iv 19/NTA/54
 v 19/NTA/46

	
	

	3:25pm
	General business:
Noting section of agenda
              

	3:40pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Apologies 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning)
	 
	 
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Present 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 


 

Welcome
 

The Chair opened the meeting at 1pm and welcomed Committee members, noting that apologies had been received from Dr Christine Crooks.

The Chair also welcomed two new Committee members, Associate Professor Manuka Henare who replaces Dr Brian Fergus as Chairperson and Ms Catherine Garvey who has been appointed in a Lay (the law) membership role.  

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.  The Committee also took this opportunity to thank Mrs Kate O’Connor for her invaluable service and work in acting as Chair for this Committee.  


Confirmation of previous minutes


The minutes of the meeting of 19 March 2019 were confirmed.  It was agreed however, that where questions are raised in any review of minutes that the Ethics Secretariat seek resolution before decision letters are sent.  



New applications 


	 1  
	Ethics ref:  
	19/NTA/46 

	 
	Title: 
	Long-term outcomes from acute musculoskeletal sepsis in the Paediatric Intensive Care Unit. 

	 
	Principal Investigator: 
	Dr Anna McDonald 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 April 2019 


 
Dr Anna McDonald, Prof Catherine Burns and Mr Hamish Crawford were present in person for discussion of this application. 

Potential conflicts of interest

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

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

Summary of study

This study is a 15 year review of all children between zero and fifteen years of age admitted to PICU with multifocal sepsis involving the musculoskeletal system.

Summary of ethical issues

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

1. The Researcher summarised the journey to date noting that they have amended the key points of the protocol that the Committee had previously sought clarification on. The main issue was clarifying and formalising the consent forms and information sheets. There are now five versions:  one for the parent/guardian, and four across the participant age groups intended for recruitment into this study.  

2. The Researcher requested a waiver of consent with respect to using the paediatric database to contact participants. The Committee asked whether the Researcher is also asking for a waiver of consent for a detailed analysis of the health records.  The Researcher confirmed that this is included in the request.

3. The Committee noted that it has grounds for a waiver of consent set out in section 6.43 of the NEAC Observational Study Guidelines that it needs to be satisfied are met:  

Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when: 
a) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and 
b) there would be no disadvantage to the participants or their relatives or to any collectivities involved; and 
c) the public interest in the study outweighs the public interest in privacy.

Scientific validity for a survival analysis is the grounds that the Committee is considering this request on; the Committee noted that the study involves a substantive amount of data in a small group and the scientific value in terms of survival analysis as the primary indicator would be the grounds for that. The Committee was satisfied that a), b) and c) set out in section 6.43 were met.

4. The Committee thanked the Researchers for including evidence of Māori consultation in the application and asked how they have incorporated Helen Wihongi’s suggestions into the protocol. The Researchers touched on this in the study protocol and will need to extend on the suggestions once a research assistant is employed. The Researchers intend a process to find out where they come from and what has worked for them previously as well as incorporating Helen’s suggestions. They have talked about ways to contact communities and ways to connect people. Helen noted the most important thing they could do is to use connections already in the system as this makes it easier to reach people for the study. Therefore, one of the main strategies will be to contact the latest health provider and go through them. 

5. The Committee noted a peer review question in relation to Māori interpretation of the data, noting that there could potentially be pejorative interpretations of the data and asked the Researcher whether they have plans to deal with that. The Researcher explained their dissemination to Māori plan is that Helen Wihongi will widely distribute the study outcomes and, they will also have an end of study get together with participants to discuss results and see what their ideas are. The Researchers intend to use the concepts of Tapu and Noa and to share results and learnings and find ways to move forward and do better in future.  

6. The Committee noted that the recruitment process includes an assistant visiting homes in the first instance and asked how the Researchers will know whether the assistant will be welcome in participants’ homes. The Researcher explained that their strategy is to only visit people at home if they have made contact prior by phone or email and are welcome.  They will start with families still engaged in health care. The Māori Research assistant comes from a health background and is likely to have contacts. The Researchers’ previous experience has indicated people are most comfortable discussing research in the home. 

7. The Committee congratulated the Researcher for her efforts in making the amendments sought by the Committee and noted some minor things that it would like to see addressed in the participant information sheets.

Outstanding Ethical Issues

The Committee requested the following changes be made to the participant information sheets and consent/assent forms.

Participant’s Parent/Guardian Information Sheet: 

8. The Committee noted it is still unclear as to whether parents/guardians are participants or not. The Researcher explained that the parent/guardian will provide quality of life information about the child but not about themselves. The Committee asked that this be made clearer.  

Participant Information Sheets/Consent/Assent Forms

9. The Committee also asked that this be made clearer in the child forms, particularly for the older children, that their parents are providing information on their behalf and their parents may or may not see the answers that they give and ask them whether they want their parents to be involved. 

10. Other privacy considerations for young people need to be addressed – for example, will parents always be present for completion of the surveys? Will parents get to see the survey answers? Will parents be told the answers? These are all important considerations for young people. 

11. Some children under 7 years old will be involved in this study. The Committee asked the Researchers to provide a simpler information sheet for this age group noting that there are some good examples of information sheets that Starship has for 5-7year olds that have visuals and simple language. 

12. Please review the child forms and be clear on consent/assent. 14-year olds may be competent to consent for themselves but the other forms in the younger age groups should say assent.    

13. The Committee asked that the Researchers acknowledge in the PISs that there is a risk of being upset from completing the surveys/questionnaires – after all, one of the scores relates to a finding of PTSD. Please also provide a management plan of what will happen if PTSD/depression etc. is discovered. Does a parent/guardian always have to be present during the delivery of the survey questions? Clinically, children can be seen on their own from the age of 12 in the first part and parents come in thereafter. If the Researchers become aware that the young person doesn’t want their parents involved in the research then they should respect their wishes. The Committee asked the Researchers update the protocol with a management plan and also to make clear in the forms what will happen. 

14. If PTSD is indicated the Researchers plan to assess the level risk and either refer to psychiatry liaison should the young person be at risk of harm to themselves or another person, or in the case of lower risk to write a letter to GP and highlight the need for referral on to mental health services. The Researchers are trained to make the distinction. The Committee noted that this aspect was part of a broader category that the researchers have referred to as ‘incidental findings’, which it is not as they are using screening tools to ask the questions and they are looking for these things. The Committee asked that this be spelled out more clearly in the protocol (for example, describing the use of the tool and what actions will be taken based on what they find). Incidental findings on the other hand might include things like finding signs of abuse when they visit people’s homes, or find a murmur when listening to someone’s chest. Please set out clearly in the PIS what the plan is should the Researchers come across anything of note. Please include this in the risks section.  

15. Please make clear that data is de-identified rather than anonymised.  The Committee suggested that the Researchers could say they use a code to more clearly set this out.  

16. The fact that the Researchers have accessed patient health records should be included in the information sheets. Please make clear that this is a study procedure and seek consent that they agree with the Researchers accessing their health records as part of this study. This statement could be included where it’s stated that HDEC approval has been given for a waiver to access contact details.

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 paragraph 6.10).

This information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Mrs Kate O’Connor. 


	 2  
	Ethics ref:  
	19/NTA/50 

	 
	Title: 
	MK-1308 

	 
	Principal Investigator: 
	Mr Andrew Conley 

	 
	Sponsor: 
	MSD 

	 
	Clock Start Date: 
	04 April 2019 


 
Dr Andrew Conley, Ms Tasneem Bacquari 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 study

This trial is exploring a new drug called MK1308 (CTLA4 inhibitor), in combination with Pembrolizumab. The only indication Pembrolizumab is funded for in New Zealand is for patients with metastatic melanoma.  Standard treatment internationally is Pembrolizumab plus Ipilumimab and the Government doesn’t fund that component of the therapy in New Zealand. This trial will explore whether the CTLA4 inhibitor can be combined with Pembrolizumab to have the same benefits as what is seen around the world in patients with metastatic melanoma.


Summary of resolved ethical issues 

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

1. The Researchers outlined their recruitment process for this study.  They work in a tumour streamed environment in the cancer and blood service at Auckland Hospital in a team set up for managing melanoma.  The team knows about all melanoma trials running at any one time and will refer patients who they think are eligible to take part in this trial. If patients are interested in taking part in the trial the Research team will then meet with them and be provided with an information sheet to take away with them and to consent to at a later date if they decide to take part. 


Summary of outstanding ethical issues

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

2. The Researchers confirmed that Dr Sanjeev Deva is the lead investigator for the study.  The Committee asked that Dr Deva’s MPS certificate (not practising certificate), be provided. (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7).

3. Insurance certificate – the Committee asked how many other studies the certificate provided covers and if it is adequate. The Committee noted that the endorsement on the certificate is not ACC equivalent and the Committee will require a protocol specific insurance certificate for cover for this study and for any future studies. (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7 and Ethical Guidelines for Intervention Studies paragraph 8.4).

4. The Committee queried whether the results of the earlier parts of the study have already come through and whether dose and efficacy are known. Based on the cohorts in previous parts it is believed that this is a safe and equivalent dose and now efficacy is being explored in a melanoma cohort. The Committee asked the Researchers to explain this in the information sheet. 

5. The Committee queried whether the study drug will be stopped after two years even if the patient is responding to it. The Researcher explained that most oncology drugs continue to be used for as long as patients are responding to or tolerating the drug which usually around two years in most patients. The study protocol allows for treatment for two years and generally if patients are responding to a drug they can continue to get access to the drug off trial through an access scheme. The Committee noted that patients receiving Pembrolizumab tend to respond for around three years and asked the Researchers whether there is anything they can do to reassure patients they won’t be taken off the drug if they are responding once the trial finishes. The Researchers will ask the sponsor to include this information in the participant information sheet. 

The Committee requested the following changes be made to the participant information sheets and consent forms.

Main study participant information sheet and consent forms 


6. This overall design is an adaptive trial design and New Zealand participants will take part in Phase III of the study only. The Committee asked that the Researchers minimise/summarise references to earlier parts of the study as this is confusing for participants and irrelevant given they will only take part in Phase III. It was agreed that the Researchers could include a short paragraph in the participant information sheet referencing that earlier phases have already been done in other patients.

7. The Committee noted references made in the application and information sheets to the study being ‘first-in-human’ but also notes safety information already held for 230 people and talking about this being the third part of the study. The Committee wanted to confirm for the minutes that for New Zealand participants it is not first-in-human. The Researchers explained this study is an extension of the first protocol which was first in human in non-melanoma cohorts. This study is first in melanoma and technically first in human but the New Zealand sites have joined late. The Committee noted that New Zealand participants need to know that more than 200 participants have had the drug and the Researchers now have relevant side-effect information.  

8. Section 5 under the heading ‘What will I be asked to do?’ states “Do not take general medications, the study staff will discuss this with you.” The Committee noted that the PIS document should stand alone so the patient can refer back to it should they forget certain information, and asked the Researchers to include more information about medications they shouldn’t take.  

9. The information sheet states that participants will need to provide stool samples for this study and the Committee asked whether this is for the main study or one of the optional studies. The Researcher confirmed it was for one of the optional studies. If it is optional then please remove from this main information sheet. The Researchers could include a line that states there are other optional aspects that will be covered in the other information sheets/consent forms. 

10. Page 4 under ‘What if my blood test results are not normal?’ Please make this information New Zealand specific – for example HIV and Hepatitis are notifiable in New Zealand.

11. Page 5, first paragraph: the Committee noted that the information here reads like future unspecified research and asked whether participants need to do this to participate in the main study. The Researcher confirmed that it was in relation to the FUR research and the Committee asked that this information be removed. The Committee queried whether the CTL4A gene test is optional or an inclusion as part of main study.  The Researcher will find out and confirm for the Committee.   

12. It is stated that biomarker samples will be retained for up to 15 years – is this just for this study or future unspecified research studies as well?  Please clarify this for the Committee.   

13. Page 11, Section 14: states samples are being analysed locally and also in laboratories overseas.  Please clarify and if samples are going overseas please give details of the location they will go to.   

14. Page 13 under payment for travel. Please state what reimbursement will include and what it won’t. It is okay to state reasonable expenses such as parking, meals. 

15. Page 13 under the heading ‘Will I have to pay?’ states some of the tests and treatments in the study may be part of standard of care but doesn’t answer the question.  Please make this clearer. 

16. Page 14, section 20: the Committee noted that the statement appears to be unnecessarily intrusive “If your cancer has worsened and you receive other treatments or decide not to have further treatments, the study doctor will still contact you. If the study doctor is not able to reach you, the person(s) you provided as contacts, or your medical doctor, the study doctor or staff will search publicly available sources (e.g. internet searches) to find your updated contact information, to get back in contact with you, and/or to find information about your health status. If you take away your permission to any type of follow-up noted above, you must do so by contacting the study doctor or staff.” Please re-consider and amend this statement. Participants are NOT obliged to be contactable post withdrawal or discontinuation. While the consent form provides that: “… Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis” this must be made optional as a tick box. If the research and analysis post withdrawal goes beyond the safety of the participant, this must be made very clear in both the PIS and the CF. 

17. Similarly, with the main CF and the end of study tests upon withdrawal – currently the main CF says “If I leave the study for any reason the study doctor may ask me to have some end-of-study tests”. Note, this only provides consent to being asked to have the tests, NOT to agreeing to have the tests done. The main PIS does not describe what kind of tests these will be other than to say it will ‘include’ a blood sample but it doesn’t explain what will happen to it. Please amend. 

18. The Committee noted that the data /privacy section requires significant amendment. Overall this section is confusing, repetitive, ‘legal’ language and is not lay-friendly. Additional specific issues related to this section include:  

a) It is not sufficient to state that ‘it is the intent’ of the researchers and Sponsor that the data sent to the sponsor will be de-identified and that it ‘may’ include a code. It MUST be de-identified. 
b) The so-called ‘de-identified’ data may NOT include initials, DoB, and study visit dates because it raises the risk of re-identification. 
c) There is insufficient information about where the data will be stored – it only says it will be stored in compliance with NZ privacy and other relevant laws.
d)  Parties gaining access to data include “Sponsor representatives” – clarify these. The list of parties who may access study data is more extensive later in the PIS – eg, including outside researchers. The list of parties having access to the data must be complete and in one place in the PIS. 
e) Provide consistent information about the destruction of data. Is data destroyed? The PIS says “your permission to use and share health data about you will not end” 
f) Clarify the paragraph which relates to rights of correction – why may participants not be able to review some of their records until after the study is over?  Participants can review records before study ends but the information provided here needs to be clearer that this will mean they can’t be involved in the study or they would need to be un-blinded.  
g) It is NOT acceptable to say that the transfer of data occurs on the basis of the “Sponsor’s Binding Corporate Rules (the procedures that the Sponsor has put in place) which can be found on the Sponsor’s website”. Participants should not have to go to an external source to ascertain the uses to which their data may be put. Clarify what the conditions around the transfer of data in the PIS
h) Similarly describe the relevant details from the ‘institution’s privacy policy’ and name the  institution this refers to 
i) Clarify the  continued use of data upon withdrawal – what does it mean that the health data may still be used which is already collected but ‘you have a right to disagree with such use, within the limits of the law” 

19. Please include details of Maori contacts for the study.  

20. Please state up front that an interpreter can be provided if one is needed. 

21. Please make clear who are the external people who may need to go on site and provide confidentiality undertakings (app r.2.3) 

Consent Form

22. Please remove declaration provisions by proxy consenter and interpreter. Please review all study consent forms and remove as necessary as the name of participant only is required. 

23. Notes that participants may be asked to participate in tests if they withdraw.  Please also include this information in the information sheet and it also should be noted that they do not have to participate in tests if they do not want to.  

Optional Stool Samples and Optional Tumour Biopsy Information Sheet/Consent Forms

24. Incidental findings: The Committee noted that there is no mention of how incidental findings will be managed, and whether results will be returned to participants or not. The application (r.4.1.1) simply says that they will be handled in a ‘clinically appropriate way’. None of this is covered in the PIS. The consent form should also include whether participants want to know about these incidental findings and also whether they consent to their GPs being advised of the same. Currently, the main CF simply says the participant agrees to his/her GP being told of participation in the study which is a different thing. 

25. The Optional Stool Samples and Biopsy forms have a lot of missing information.  For example, it doesn’t say why the stool would be taken (the application mentioned microbiome analyses) or what tests the Researchers intend to do with the samples. For both PIS’ The Committee asked the Researchers to refer to HDEC template, on the HDEC website, for guidance on what information to include and to update the form.  

Future Biomedical Research Participant Information Sheet and Consent Form

26. The Committee noted that there is no mention of what will be done with the samples – for example, whole genome or targeted panel? Please explain and also what will happen with any potential incidental findings. 

27. Consent Form: Incidental findings information currently reads as patient data being de-identified.  Please clarify what is happening with the patient data as this raises re-identification risks especially with linking plus the genetic analysis.  

28. Please clarify the scope of the FUR – is it related only to drug development and this kind of cancer or broader than this? The Committee noted that with FUR consenting to not be informed but the information sheet can still make clear that the future research will include on things outside of this study research category to emphasise to the person that future research could be anything at all. 

29. Please remove provision for the legally authorised consent. 

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 paragraph 6.22).
· Please ensure that any data or tissue samples being sent overseas have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).
· Please clarify the scope of any future unspecified research as well as possible (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please provide Dr Deva’s MPS certificate (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7).
30. Please provide a protocol specific insurance certificate for cover for this study (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7 and Ethical Guidelines for Intervention Studies paragraph 8.4).

This information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Ms Rochelle Style.



	 3  
	Ethics ref:  
	19/NTA/53 

	 
	Title: 
	Phase 3 Study of Pembrolizumab plus Docetaxel in mCRPC 

	 
	Principal Investigator: 
	Dr Jim Edwards 

	 
	Sponsor: 
	MSD 

	 
	Clock Start Date: 
	04 April 2019 


 
No members of the research team were able to be present for the 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

The study is a phase 3, randomised study with the aim to treat participants with metastatic castration resistant prostate cancer. 

Summary of outstanding ethical issues

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

1. The Committee noted that while this is a well-studied drug, the side effect profile needs to be properly explained. 

2. Please ensure that the e-diary component’s (which is part of CRF Health) privacy policy is explained to participants and included in the PIS in terms of the data collected, where it is stored, sold or distributed to. 

3. The Committee noted that the study contains questions which appear to assess the potential suicidal ideation of participants but no protocol to address and manage these possibilities if they arise. Please clarify in the plan and update the PIS.

4. The Committee noted that the PIS and CF does not advise participants that they are entitled to ask for their individual study results if they would like to, please make this clear.  

5. The Committee queried what would happen if participants are responding to the study drug and after two years it is taken away.

6. The Committee notes that proxy consent is incompatible with New Zealand law and requests that reference to proxy consent on all CF’s is removed. 

7. The Committee notes that Maori responsiveness section was poorly completed and did not identify key disease-specific and ethical issues. The Committee requires Maori consultation to be undertaken particularly in relation to the mandatory genetic testing aspects of this research, and the extensive genetic testing involved in FUR. . 

8. The actions taken when participants withdraw or stop taking the study drug need amendment in both the PIS (page 12) and the CF which are internally inconsistent. The researchers must re-frame all of the statements related to follow-up once participants have withdrawn from the study. The Committee also considers it to be problematic that participants are being asked to make an election about their choices regarding follow-up at the beginning of the study, when they have no real idea of how they might feel when they withdraw. While participants may well indicate their current thoughts on the matter of follow-up, they must be given the opportunity to change their minds at the time of withdrawal.

9. The Committee queried what the total radiation exposure from all the scans would be. The PIS says it is not significantly greater than for patients with the same disease who are not in the study BUT the application (r.1.13.1) says it may be greater than that of standard of care. Please clarify this for participants.

10. The Committee expressed concern about alerting the participants GP on page 20 which reads as though it could be optional.

11. The Committee queried whether there is a plan to monitor pregnant partner/pregnancy outcomes. Please consider this and provide a PIS for partners that are able to become pregnant. 

12. The Committee notes that in the application form (B.4.3) restrictions to publication are documented in the formal study agreements. The Committee does not have access to these- please outline what restrictions are in place, and in the future summarise appropriately. 

13. Please do not use the term ‘Registry databank’ - the clinical trials registry is not a databank.

14. The Committee thought that the full contraception template wording should be used on page 8, unless it is essentially impossible for men in this cohort to father a child. Either way, please amend this section.

15. The Committee noted that the possibility of incidental findings has not been addressed in the PIS although the application (r.4.1.1) makes it clear that they might arise. We note that the plan is for any incidental findings to be handled by the investigator at the study site. 

16. In relation to the Future Unspecified Research section in the PIS, the Committee asks that the uses of future unspecified research are outlined as detailed as possible at this time. For example, might research involve whole exome sequencing, or any linking to clinical data? 

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

Main Study participant information sheet and consent forms 

17. Participants should be given the option to have their GPs notified of any incidental findings or abnormal results. Please address this in more detail in the PIS and also in the CF providing participants with an option whether to receive or not.

18. Please include the full contraception template wording on page 8.

19. Please amend the insurance statement in the PIS so that it is aligned with the statement in the protocol. 

20. Please explain to participants what is meant by the SIR acronym, it is not clear to the Committee what is meant by the statement “SIR applies per policy terms & conditions”. 

21. If an interpreter is offered, please state this on first page of all PIS’s, not at the end.

22. Please provide a PIS for partners that are able to become pregnant.

23. Please make it clear to participants that their GP will be notified of participation in the study. The Committee recommends that this is not optional.

24. Please change date of birth to year of birth on page 13 of the PIS (and in the protocol) for data sent to the sponsor to ensure that data is less identifiable.  

25. Please clarify the total radiation exposure for participants.

26. Please also include a separate Maori contact number in the PIS. 

27. Please correct the inconsistency about where samples will be analysed – nationally or offshore (page 9). 

28. Please remove the reference to 'flipping a coin' on page 2 of the PIS.

29. Page 3 of the PIS says that “your study doctor will determine if you will be able to get "additional prembrolizumab". Please clarify to participants what this means and what it depends on.

30. Please explain the genetic tests that are being done in lay language on page 4. In particular, please define what PD-L1 is, and make the difference between mandatory genetic tests and optional ones clear to participants. Please include the genetic testing in the CF where it must be clearly limited to the link between PD-L1 and the response to the study drugs and mCRPC. That is the scope of the genetic testing as explained in the PIS and it must not be more than that in the consent form. 

31. Please remove all reference to proxy consent on all CF’s.

32. Please update the insurance certificate to be protocol specific.  

33. Please ensure that the risks and side effects of docetaxel and prednisone are outlined to participants in the PIS, not refer to leaflet information.

34. Please include the laboratory addresses where samples will be sent and held, and the e-diary information.

31. The Committee noted that the data /privacy section requires significant amendment. Specific issues related to this section include:  

a) It is not sufficient to state that ‘it is the intent’ of the researchers and Sponsor that the data sent to the sponsor will be de-identified and that it ‘may’ include a code. It MUST be de-identified. 
b) The so-called ‘de-identified’ data may NOT include initials, DoB, and study visit dates because it raises the risk of re-identification. 
c) There is insufficient information about where the data will be stored – it only says it will be stored in compliance with NZ privacy and other relevant laws.
d) Parties gaining access to data include “Sponsor representatives” – clarify these. The list of parties who may access study data is more extensive later in the PIS – eg, including outside researchers. The list of parties having access to the data must be complete and in one place in the PIS. 
e) Provide consistent information about the destruction of data. Is data destroyed? The PIS says “your permission to use and share health data about you will not end” 
f) Clarify the paragraph which relates to rights of correction – why may participants not be able to review some of their records until after the study is over?  Participants can review records before study ends but the information provided here needs to be clearer that this will mean they can’t be involved in the study or they would need to be un-blinded.  
g) It is NOT acceptable to say that the transfer of data occurs on the basis of the “Sponsor’s Binding Corporate Rules (the procedures that the Sponsor has put in place) which can be found on the Sponsor’s website”. Participants should not have to go to an external source to ascertain the uses to which their data may be put. Clarify what the conditions around the transfer of data in the PIS
h) Similarly describe the relevant details from the ‘institution’s privacy policy’ and name the  institution this refers to 
i) Clarify the continued use of data upon withdrawal – what does it mean that the health data may still be used which is already collected but ‘you have a right to disagree with such use, within the limits of the law”.

35. Please amend the HIV and Hepatits statements (page 4) as these are notifiable diseases in New Zealand. 

36. Please also remove the statement under the privacy heading (page 17) about ‘insert State’ as this is also not New Zealand specific. 

Future Biomedical Research Participant Information Sheet and Consent Form

37. The Committee noted that it is not clear to the participant which is the optional and mandatory Participant Information Sheets. The FUR Participant Information Sheet needs an option to consent to samples going overseas.

38. Please be as detailed as possible about the uses of the future unspecified research.

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 paragraph 6.22).
· Please expand information on genetic analysis in the protocol, making it clear what precisely is to be undertaken and whether this is mandatory for participants (Ethical Guidelines for Intervention Studies paragraph 5.41).
· Please ensure that any data or tissue samples being sent overseas have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).
· Please clarify the scope of any future unspecified research as well as possible (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please add further details of how incidental findings, such as responses about suicide will be managed, to the protocol (Ethical Guidelines for Intervention Studies paragraph 5.41).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Kate O’Connor, Acting Chair of NTA HDEC. 
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	Ethics ref:  
	19/NTA/54 

	 
	Title: 
	PRAX-944-221: Study of the Efficacy, Safety, Tolerability, and Pharmacokinetics of PRAX-944 in Adults with Essential Tremor 

	 
	Principal Investigator: 
	Prof Tim Anderson 

	 
	Sponsor: 
	Praxis Precision Medicines Australia Pty Ltd 

	 
	Clock Start Date: 
	04 April 2019 


 
No members of the research team were able to be present for the 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 is a Phase 2, Two-Part Clinical Trial Evaluating the Efficacy, Safety, Tolerability, and Pharmacokinetics of PRAX-944 in Adults with Essential Tremor (ET).

ET is a common neurological disorder characterised by involuntary postural and action tremor. It affects 1-5% of the adult population. It typically occurs in the hands, arms, head, and voice and is less common in the face, legs and trunk. Some patients require no treatment, while others have severe disability with impairment of activities of daily living such as dressing and eating. Treatments include medications, topical injections of botulinum toxin and surgical therapies for those with severe disability. 
 
PRAX-944 reduces the activity of calcium in the brain, which might restore the normal function of some cells and help reduce symptoms of ET. This multi-center study will assess the efficacy, safety, tolerability, and PK of PRAX-944 in people with ET.

Summary of outstanding ethical issues

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

1. The Committee noted that it is not clear whether this is a Phase 2 study about primarily efficacy of tremor reduction or safety (particularly the compliance aspect). 

2. Please clarify in the protocol why there is an open label start for part A and part B. 

3. The Committee discussed the broader ethical issues surrounding facial recognition technology. In this instance it is nott clear what the focus of this technology is – compliance or symptomatology (for efficacy measurement) and whether the AiCure automatically transmits, or whether it is set to record. Also, it is not clear that the technology will be suitable to use with these participants. Please provide more details about issues relating to the purpose, collection, use and protection of this data, and explain them to participants in more lay-friendly language.

4. The Committee would like to know whether it is possible for participants to opt-out of the use of their data by AiCure. If this is realistically possible, they should expressly be offered to option to do so.

5. The Committee requested that it be made very clear on the PIS that this study drug affects mental alertness and that it is dangerous to drive, and whether there needs to be a period when participants may not engage in any such activities. Potential issues relating to impact on participants’ car insurance and other similar insurance are also relevant.

6. The Committee noted that the study contains questions which appear to assess the potential suicidal ideation of participants but no protocol to address and manage these possibilities if they arise.  The Committee requests that the protocol must provide plans for managing any disclosed suicidality and other distress as a consequence of completing the multiple questionnaires. This plan must also be referred to in the PIS so participants know what action the researchers will take (eg, advising GP, obtaining specialist help). 

7. The Committee felt that the term ‘non-compliance’ was pejorative, please consider removing/replacing this from all participant facing documents.

8. The Committee noted that the ppregnancy PIS and CF needs to be revised to include the full HDEC template wording. Some of the statements do not make much sense in the context of the pregnant woman who is unlikely to have seen the PIS – for example, “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.” The pregnant partner PIS needs more information – it is not acceptable to say that the data will be treated in the same way as in the main study. 

9. The Committee noted that compensation section is not clear for participants.

10. Please ensure it is explained to participants how data is collected, where it is stored, sold or distributed. Please make it clear that AiCure will use some of the participant’s data to do various things for its own business purposes which have nothing to do with this research study, for example, that it can disclose participants’ personal information to any third parties, for example, to marketers, data analysts and to researchers.

11. The Committee requests that for the paragraph about the security of the video recordings, terms such as healthcare providers and authorised personnel are not used as they are meaningless to participants without the relevant definitions. 

12. The Committee notes that Maori review is yet to take place but it is intended along with incorporation of any suggested amendments to the PIS. The problem with this is that HDEC needs to see the whole PISCF in its completed form. For example, the app notes that there can be (samples will not be returned for disposal with Karakia) yet the PIS does not currently state this. Please ensure that any updates to the PIS that are made in response to the consultation are submitted to HDECs for approval via the amendment pathway.

13. In relation to the statement “that information will be stored in a re-identifiable (or coded) format. In the event that [Name of Institution] is required to disclose that information it may be used against you in legal proceedings or otherwise.” Explain the situation in NZ when that happens (eg, Rule 11(2) (i) (i) and R11(2)(j) Health Information Privacy Code). 

14. The Committee requests that the Researcher amend the wording which says: “In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission.” Given the advances in re-identification technology. Please update this wording to something like, “ will not be published in a form that could reasonably be expected to identify the individual concerned;” 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
Main Study participant information sheet and consent forms 

15. Please review for non-technical language, removing jargon. 

16. Please ensure that the emergency number is changed from 000 to 111 to be New Zealand specific. 

17. Please update the compensation section 

18. Please make it clear on the PIS that this study drug affects mental alertness and that it is dangerous to drive. 

19. Please include a plan in the protocol to manage and address responses to the study questions about the suicidal ideation of participants. 

20. Please remove reference to the term ‘non-compliance’ from all participant facing documents.

21. Please revise the wording in the pregnancy PIS and CF to include the full HDEC template wording. 

22. Please remove any reference to ‘race and race category’ from the PIS and CF. Please confirm ethnicity collection consistent with Ministry of Health guidelines if this is being collected.

23. Please ensure that it is clear to participants that this is not a therapeutic study, and the study drug won’t be available after 10 weeks. 

24. Please update the ACC statement in the main PIS be updated with the latest statement available on the HDEC template. 

25. Please make it clear in the PIS and the protocol who Tetris Assesment are, and where they are based. 

26. Please include all relevant information about security and data privacy from the AICure’s privacy policy. 

27. Please amend the wording which says: “In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission.” Given the advances in re-identification technology. Please update this wording to something like, “ will not be published in a form that could reasonably be expected to identify the individual concerned;”

28. Please clarify to participants that the return of individual results is available as well as full study results, and make both of these things optional in the CF. 

29. Please ensure it is explained to participants and included in the PIS and protocol how data is collected, where it is stored, sold or distributed.

30. Part A – please ensure it is clear in the PIS that the study drug will be taken in the morning, and that the first dose will be done on site, not at home (refer page 17) so that participants will be under medical observation for at least 6 hours. 

31. The PIS should expressly state participants can’t keep taking primodone as it is an exclusion criteria. 

32. The Committee requests that the Researcher clarify in the PIS whether any significant abnormal results or incidental findings may be obtained during the study. The CF mentions abnormal findings but not in the main PIS. Both abnormal and incidental findings should be mentioned in the PIS and the CF and the intended plan to manage them. 

Decision 

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

· Please ensure that the PI signs the protocol. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please ensure that the collection of ethnicity data is undertaken in line with Ministry of Health guidelines (Ethical Guidelines for Intervention Studies paragraph 1.7).
· Please ensure that any data or tissue samples being sent overseas have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).
· Please add further details of how incidental findings, such as responses about suicide will be managed, to the protocol (Ethical Guidelines for Intervention Studies paragraph 5.41).

After receipt of the information requested by the Committee, a final decision on the application will be made by the full committee. 
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	Ethics ref:  
	19/NTA/55 

	 
	Title: 
	Flu Vaccine Side Effects in Children From 6 Months to 9 Years of Age 

	 
	Principal Investigator: 
	Dr Craig  King 

	 
	Sponsor: 
	INC Research New Zealand Limited, a Syneos HealthT 

	 
	Clock Start Date: 
	04 April 2019 


 
Dr Neil Meike (Sponsor clinical representative) and Ms Vivienne King 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

Clarification sought from the Researchers in between meetings about whether this application would be considered in open or closed session saw agreement that the application could be considered in open session. The Researchers confirmed that the request for the application to be considered in closed session was made in error.  

The issues with the previous vaccine (fevers and febrile seizures) and its reformulation and clinical research programme (including safety) were noted. The Researchers explained that they are doing this study (essentially phase IV post marketing surveillance, including comparative batch testing) in New Zealand, when it is an Australian TGA requirement, because while they were initially hoping to do the trial in Australia they had some concerns that they would not be able to meet recruitment numbers with the number of sites in Australia in the current and following flu seasons, especially in the 6month to 5 year old age group.  Because this is the first year of the study due to approval discussions with the TGA they haven’t been able to initiate the study as early as they had planned. 

Flu vaccine for children 6 months to 5 years of age is funded in Australia and the Researchers were concerned about starting late in the season as eligible children may already have been vaccinated through existing programmes. Therefore the Researchers needed to consider other opportunities to broaden recruitment in New Zealand.  

The vaccine is licenced for older children, and is in the process of being licenced in New Zealand for the younger children with an application before MedSafe for use in children 6 months and older. The Researchers therefore see the value in conducting the trial here in New Zealand as well.

The Researchers are anticipating a 3-year cycle with 600 children in each of the years and 400 in total in New Zealand. The first-year of the study will involve combined Phase IIIb and IV because the underage indication is not currently approved in New Zealand.  In years two and three this should change to phase IV in New Zealand.  In other words, in New Zealand the 6 month to 5 year treatment is experimental as the vaccine is not currently licenced for that age group. 

Summary of resolved ethical issues

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

1. Reactogenicity and safety are primary endpoints of this study the Committee sought clarification about what data safety monitoring is in place given the use of the terms “continuous data analysis” and “interim analysis” in the application.  The Researchers explained that the original request for the study was for a post-marketing observational study which has a component of surveillance when products are used in the market for the first few years. There is also a requirement to introduce different batches to be looked at in a study for batch consistency.  The shift to a clinical trial design will allow the Researchers to be able to look at 100 per batch per year.   

2. The interim review is at the end of each season and then a final report and publication will come at the end of the study. There is also a process of continuous monitoring for serious adverse events and severe grade febrile reactions that occur during the season. The TGA requires a weekly update for this.  There is a process of continuous monitoring in relation to the surveillance aspects of the study and then interim reports for seasonal reporting.  

3. The Committee asked whether there is a 24 hour time limit on adverse event monitoring in order to report weekly. The Researcher explained that it depends on category of adverse event – serious adverse events will be reported to the sponsor within 24 hours and this includes adverse events of special interest which for this study is febrile convulsion and anaphylaxis.  Researchers also receive alerts when severe grade fever is entered on the database so they get notified in real time.   


Summary of outstanding ethical issues

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

4. The Committee noted that in reading the participant information sheet from the view of a parent who may be considering consenting their child to participate in the study, it was not clear that a licenced comparator quadravailent Flu vaccine is available in New Zealand for children over 6 months. The information sheet read as though the vaccine might be more than something they might otherwise get and this is not the case in New Zealand. This year in New Zealand all are quadrivalent vaccines. The Committee asked the Researchers to clarify this point in the information sheets.

5. The Researchers noted that Section 7 of the participant information sheet mentions flu vaccine is available for children in New Zealand outside of the study. The Committee explained that the main concern it has, particularly for the study advertising, but also in the information sheet, was that it is not clear that the alternative is the same quadrivalent availability – in the application it noted that the comparator was trivalent. The Committee noted the importance of the researchers clarifying for parents what the comparator is so that they can make the choice for what is currently on the schedule. The Advertising in particular seems to apply more protection than nothing but not necessarily more protection than a comparator. 

6. The Committee queried whether data from this study (i.e. that vaccination has been given), will go into the National Immunisation Register. The reason for the query is twofold: for safety in making sure that the children don’t get two doses of the vaccine and legislative responsibilities to report to the NIR in New Zealand. The Committee asked that the Researchers check with the NIR itself about how it handles recording of vaccinations for clinical trials and the report back to the Committee about how this will be managed, and clarify for the Committee and in the PIS as relevant 

7. In relation to Serious Adverse Event recording the Committee queried whether Researchers will report to CARM (adverse event monitoring agency)/Medsafe. The Committee asked the Researchers to find out and provide clarification for the Committee.   

8. In the interests of safety (avoiding a double dose of vaccine), the Committee asked that notification of child’s participation to their usual GP be made a mandatory part of the study and that this be stated in both the information sheet and consent form.  

9. The Committee sought clarification on where the study will take place in New Zealand as it was not sure what the term “local doctor” means and who would be doing the consenting.  The Researcher explained one site is a general practice in west Auckland with 12 GPs and 18,000 patients. About 120 vaccines were administered to children under 9 years of age last year.  Participants at this site will be patients of the practice and the Researchers will only recruit their own eligible population at this site. Other than the west Auckland site noted above there is a site in Christchurch that is a private site which has a database of their own for use in clinical trials and they have run numerous clinical trials.  Lakeland Clinical Trials is another site in this study, and also a private site that has a large data base. The advertising was noted.  

10. The Committee requested recruitment processes in New Zealand including details about the sites, who the site leads are and how they will run their recruitment be added to the study protocol.  As part of requesting such information the Committee seeks to be assured that there is no undue influence to get the study vaccine in cases where patients are being recruited from their GP practice, and to be assured that a standardised informed consent process is in place and done by people trained to be able to do that. 

11. The Committee queried whether adverse events will be detected through a child’s parents completing the e-diaries. The Researcher confirmed that events are notified in that way and that the same process has been used in previous paediatric studies that solicited local and systemic adverse events presented in an e-diary format.  Some questions included in the e-diary act as a prompt for sites to follow up for serious adverse events. The Committee queried whether febrile convulsions are included as a question in the e-diary for this study. The Researcher noted that they are not but adverse events are collected.  The Committee requested that the Researchers provide confirmation and reassurance that febrile seizures will be captured in their monitoring in a timely way. 

12. Clarification of reimbursement: the advertising and information sheet is ambivalent about whether reimbursement and stipends will be paid. The Researcher explained the reason for development of the material in this way was originally reimbursement of expenses was only for those expenses associated with the study. The majority of the private sites in Australia however, argued strongly that a stipend for time in study should also be an option. Public sites would not pay parents a stipend and private sites saying that adequate recruitment would be reliant on a stipend. Because of the contrasting view on cost and reimbursement in relation to the study the Researchers came up with the current approach. Generally, the Researchers have not allowed stipends in addition to reimbursement but this is changing. Sites make determination based on what their plans are for recruiting into the study so that it is transparent even though there are differences.  The Committee’s position is that participants should not be out of pocket for participating in research so any travel-related expenses or costs associated with wifi or data use at home should be reimbursed.  In the spirit of reciprocity or koha the Committee suggests that the children who participate in this study be thanked with an age-appropriate token of appreciation but not a payment or petrol voucher for the parents for example.   

The Committee requested the following changes to the Participant Information Sheet and Consent Forms.

13. The Committee noted that the Researchers have done well to simplify them as much as possible. 

14. The Committee’s main question for the Researchers was why no assents are provided for children. The Researcher explained the main reason they don’t want to implement a formal process is that they haven’t done so before for the same age groups in previous studies. A formal assent process has not been implemented for children who are 11 years old or younger in previous studies. The Researchers think there are challenges in introducing standardised material across age groups in this study because what might be standard material for a 7-8 year old would not be standard material for younger children.   

15. The Committee noted that its starting position is that children should be assented into studies and that it has seen some great age-appropriate information sheets and assent forms including for those who are in early childhood using pictures and that respect the autonomy of the child. 

16. The Committee discussed whether it would be prepared to waive the requirement for assent in children in relation to this study.  The Committee agreed that it did not accept the argument made by the research team that assenting children hasn’t been done in the past in the Australian sites and that introducing such a process would be too hard.  

17. The point was made that from a pragmatic public health perspective assenting could be difficult as children won’t participate in study that involves needles.   It was also noted that in New Zealand a child has rights under the Patient Code of Rights and they should be able to comment on participating in research.  One possible approach could be to frame the information for the child in a way that outlines that he or she will receive a vaccination regardless of whether or not they are in the study and any information and assent process could ask the child whether they would wish to be part of the research aspect. The Committee noted that the older children aged 6-9 years old will be able to understand that they might be doing something to help others by being in the research. 

18. Because the recruitment processes have not been clearly detailed in this application the Committee advised the Researchers that if they could clarify for the Committee in a response that the children who participate in this study would present at the clinic with their parents/guardians to have a vaccination and at that point are offered an opportunity to take part in the research then the question would be about assent to participate in research rather than assent to have the vaccine.  Until the Researchers have clear recruitment processes in place with each site the Committee is not prepared to accept a carte blanch ‘no assent’.

19. At the very least, the Committee would like to see an age appropriate brochure for children to take with them that acknowledges that they are part of a study, acknowledges their rights to withdraw, to ask questions and who they can ask them of and this will go some way to respecting their autonomy. Starship hospital has some good examples that the Researchers could refer to.   

Parent/Guardian Participant Information Sheet and Consent Forms

20. The Committee asked that the Researchers provide extension or mobile numbers for when people are invited to contact the study doctor as the sole number currently provided may not deal with heavy demand when people need to urgently contact a study doctor. 

21. Section 16, page 8:  The Committee noted that information about privacy confidentially data management is written in an overly legal way and needs substantial simplification and possible halving of the length if possible. It is not easy to understand as it is currently written and appears to read that identifiable information provided to the sponsor. Please revise so it is clear the information is coded or de-identified and under what circumstances.  The Committee also noted the same for the Consent form and asked that it be simplified and amended.  

22. Please explain the child’s personally identifiable health data may be: a) accessed and used by the sponsor, b) may be used for research related to the development of vaccines, diagnostics or medical aids, and promotional activities c) shared with the sponsor’s contractors, government agencies, with researchers and with research institutions for purposes of carrying out the study. 

23. Please provide a clear description of the kind of data which will be accessed and its source – for example, from child’s general practitioner/hospital records/immunisation register? 

24. The two paragraphs about the applicable NZ privacy laws are particularly legalistic and complicated. Please simplify. Similarly, with the IP/commercialisation possibilities – please simplify. 

25. Please also refer to the NEAC Intervention Guidelines - currently the Health Research Council of New Zealand Research Ethics Guidelines (2017) have been referred to. 

26. “Telephone Call - Day 8-11 (approximately ½ hour) Review the electronic diary entries with you” – Please include an explanation in the information sheet that the e-diary can be externally monitored. In relation to the e-diaries the Committee queries what platform is being used to run the e-diary, how much data is being kept by the platform and how is it being used (sold to third parties?)

Consent Form

27. The statement “I give permission for the child’s doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [Name of Institution] concerning the child’s disease and treatment for the purposes of this study. I understand that such information will remain confidential.” doesn’t make sense. Please explain what is meant by ‘outside this hospital’? 

28. The import of the following statement in the consent form must be explained in the participant information sheet: I understand that, if I decide to discontinue the child’s study treatment, a request may be made for them to attend follow-up visits to allow collection of information regarding their health status. Alternatively, a member of the research team may request my permission to obtain access to the child’s medical records for collection of follow-up information for the purposes of research and analysis. After explanation in the information sheet, the options must also be presented as optional in a tick box in this consent form.  


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 paragraph 6.22).
· Please ensure that any data or tissue samples being sent overseas have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).

This information will be reviewed, and a final decision made on the application, by Dr Karen Bartholomew and Ms Rochelle Style.

 
















































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:
	21 May 2019, 01:00 PM

	Meeting venue:
	Ministry of Health, Level 3, Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	The following members tendered apologies for this meeting.

· No members tendered apologies for this meeting.

The meeting closed at 3.45pm.
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