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		Minutes




	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	13 August 2013

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 09 July 2013

	1.30pm
	New applications (see over for details)

	
	   i 13/NTA/124
  ii 13/NTA/125
  iii 13/NTA/127
  iv 13/NTA/107
  v 13/NTA/96
  vi 13/NTA/113
  vii 13/NTA/119
  viii 13/NTA/117
  ix 13/NTA/121
  x 13/NTA/122
  xi 13/NTA/126

	5.50-6.05pm
	General business:
· Noting section

	6.05pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Susan  Buckland 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Apologies 

	Ms Shamim Chagani 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2015 
	Present 

	Dr Paul Tanser 
	Service Provision
	01/07/2012
	01/07/2014
	Present 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives)
	01/07/2012
	01/07/2014
	Present 


 

Welcome

The Chair opened the meeting at 1.00pm and welcomed Committee members, noting that apologies had been received from Ms Susan Buckland and Ms Michele Stanton.

Dr Tanser and Dr Erick are Northern B ethics committee members and were co-opted to count towards quorum.  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 9 July 2013 were confirmed.

New applications 

	1  
	Ethics ref:  
	13/NTA/124 

	 
	Title: 
	Quetiapine 1 x 200 mg bioequivalence study conducted under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Actavis Group PTC ehf.

	 
	Clock Start Date: 
	01 August 2013 


 
Dr Noelyn Hung, Mrs Linda Folland and Dr Cheung-Tak Hung were present by teleconference. 

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. 

· The committee noted that the researchers had submitted three very similar bioequivalence studies for different drugs and the issues discussed were in relation to all three studies. 
· Administering therapeutic medicines to healthy individuals is a common thread in each of the three studies.  Dr Hung explained that over 500 studies using these medicines have been done and therefore they know how the medicines behave in healthy individuals.   The committee was satisfied that the researchers understood the risks involved and were well prepared should any adverse events occur.   
· Dr Hung confirmed that Medsafe approval for the medicines is not required as they have prior approval for use in different studies.  They will however, notify Medsafe that the medicines will be used in these studies.
· Health information will be stored for 25 years in accordance with the sponsor’s policy.  The committee noted that it would be happy with a 10 year period and asked that storage time be clearly stated on the Participant Information Sheet.
· The recruitment of foreign students and whether participation would affect their health insurance policies was discussed.  
· Dr Hung advised that the sponsor has a data safety monitoring board for new medicines and that there will also be a safety monitor who reports to the sponsor for the generic medicine. 
· Standard protocols for testing for exclusions (in particular infectious diseases Hepatitis B and C and HIV) were discussed.  Dr Hung advised that standard hospital counselling services would be offered for those with positive results.  
· Participant Information Sheet and Consent Form  
· Please insert a sentence after the first sentence in the first paragraph in the PIS along the lines “This drug is commonly used for the treatment of xyz “,
· Please include a sentence that asks foreign students to check whether participation in this study will affect their health insurance,
· Please note review by the Northern A Ethics Committee. 



Decision 

This application was approved by consensus.

Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22). 


	2  
	Ethics ref:  
	13/NTA/125 

	 
	Title: 
	Metoprolol 1 x 200 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Mayne Pharma Pty Limited 

	 
	Clock Start Date: 
	01 August 2013 


 
Dr Noelyn Hung, Mrs Linda Folland and Dr Cheung-Tak Hung were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Please refer to discussion noted for application13/NTA/124.

Decision 

This application was approved by consensus. 


	3  
	Ethics ref:  
	13/NTA/127 

	 
	Title: 
	Tibolone 1 x 2.5 mg pilot bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	01 August 2013 


 
Dr Noelyn Hung, Mrs Linda Folland and Dr Cheung-Tak Hung were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Please refer to discussion noted for application 13/NTA/124.

Decision 

This application was approved by consensus.


	 4
	Ethics ref:  
	13/NTA/107 

	 
	Title: 
	RENABLATE-II 

	 
	Principal Investigator: 
	Dr John Ormiston 

	 
	Sponsor: 
	Johnson & Johnson Medical Pty Ltd  

	 
	Clock Start Date: 
	01 August 2013 


 
Dr John Ormiston and Ms Barbara Joppa 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.

Dr Christine Crooks declared a potential conflict of interest. The Committee did not require Dr Crooks to leave the room for the discussion of this application.

Summary of ethical issues

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

· The committee clarified the radiation risk due to angiography in preparation for the procedure and asked the researcher to make clear on the participant information sheet that it is equivalent to double the amount of radiation a person would receive on a daily basis.
· Dr Ormiston noted a couple of key differences between this study and a previously reviewed study for non-invasive renal denervation technique: A catheter-based renal denervation approach is being trialled in a study population with moderate hypertension. 
· The process for locality assessment is assumed by sponsors under the new ethics review system.  The Committee were advised that in this study a person in charge of trust will sign off locality.  
· The committee was satisfied that there would be no conflict of interest in the way that participants will be recruited.
· The committee noted no major ethical concerns in relation to this study. 
· Participant Information Sheet 
· The committee asked the research team to review and simplify the language and form content,
· Please remove reference to ‘scaffolds’ on page 5. 

Decision 

This application was approved by consensus.

Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22). 


	5  
	Ethics ref:  
	13/NTA/96 

	 
	Title: 
	Dose finding study of linagliptin in children 10 to 17 years with Type 2 diabetes. 

	 
	Principal Investigator: 
	Dr Andrew Veale 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Limited 

	 
	Clock Start Date: 
	27 June 2013 


 
Dr Andrew Veale and Mrs Gloria Ward were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· The Committee’s main concern was that the study was for a new diabetes medication, in relatively early trials for adults, to be used with children where the Coordinating Investigator is not a paediatrician or endocrinologist. The committee understands that Dr Veale has conducted previous asthma studies with children. Dr Veale noted that a co-investigator is being appointed and will update details of new co-investigators on online forms. 
· The study procedures will take place at the Sleep Institute. The child participants will continue to be cared for by their usual care team as they have an already established therapeutic relationship. The Sleep Institute has on staff dieticians and will provide additional, complementary, advice as part of this study. 
· A further concern was that both the parents and the child participants will find the participant information sheets difficult to comprehend.  A robust discussion was held about the challenge of providing enough information to make informed consent in a way that is at the same time accessible to the lay person so that they can make an informed decision. The merits of an executive summary or a shortened participant information sheet were discussed.
· Dr Veale agreed to contact colleagues who have done studies with children who may be able to provide examples of participant information sheets (for children).
· The committee asked Dr Veale to clarify which age groups are targeted in the information sheets for the children and adolescents.  Dr Veale noted that the age range had been kept open at this stage.  The committee noted that NEAC intervention study guidelines state a child can give consent after 16 years of age as well as competent children under this age (Appendix 2, page 48).  
· The committee asked whether a policy was in place to inform agencies about pregnancies in cases of suspected abuse, and the limits of confidentiality for pregnancy testing and testing for infectious diseases (Hepatitis B and C and HIV) as exclusion criteria in regard to parental or other disclosure.  Dr Veale will seek clarification so that there are documented policies in place.
· Dr Veale clarified the recruitment process for the committee and explained that he will approach general practices that have good administrative practice with diabetes rather than advertise.  Only 4 participants are needed and the advantage of this approach is that participants who are particularly interested will take part.  
· The storage of health information will be for 15 years as this is a legal requirement of the sponsor.  
· The medicine has Medsafe approval for use with adults but not children.  The committee asked that Dr Veale check with SCOTT about whether approval is needed for use in children.
· The issue of the PK/PD “rich sampling” blood testing regimes is not clear to participants at present.
· Dr Veale noted that the study could be enriched with Maori and PI populations.  A phase III study would be appropriate to have data on these groups analysed separately but the present sample size is too small. 
· The committee discussed the invasive nature of the Tanner stage testing for child praticipants (physical external check for pubertal characteristics compared to a standard distribution). Dr Veale outlined the rationale for this test; the medication may behave differently in relation to different hormone profiles in puberty. Dr Veale also noted that this was not an absolute requirement, that the participant and the person doing the Tanner staging will be gender matched and could in fact be the participant’s parent. The parent will additionally be present during the examination. The committee was satisfied with these answers.
· Participant Information Sheet
· The researcher will consider a summarised form be given in addition to the full participant information sheet.  The committee recommended that the research team think about key points that people need to know about this study and noted that fuller details can be given as part of an on-going discussion with participants,
· Please make clear to participants that this is an experimental study and hasn’t been done in New Zealand before,
· Please ensure that the language is appropriate for a New Zealand audience,
· PK/PD test: please make clear that participants can choose from two options (24 hours or 7 hours),
· Please state where the study will be conducted,
· Please include a New Zealand contact number.

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

· Please amend the participant information sheets 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 the Chair, Paul and Christine.


	6  
	Ethics ref:  
	13/NTA/113 

	 
	Title: 
	The SPRINT Trial 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	480 Biomedical 

	 
	Clock Start Date: 
	04 July 2013 


 
Assoc. Prof Andrew Holden and Ms Helen White were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· The committee noted no significant impediment to this study and had no major ethical concerns. 
· This is the third trial conducted by this company – previous trials used an angioplasty balloon in the upper leg.  The angioplasty balloon was found not to work as well long term as the thigh arteries are subject to stresses that the coronary arteries are not (STANZ study found re-narrowing of arteries at nine months).   The desire then arose to develop a device that is absorbed and then dissolves. 
· Assoc. Prof. Holden confirmed for the committee that this is a ‘first in man’ study that aims to test whether a device coated with the study drug will prevent restenosis in lower leg arteries with artherosclerosis.
· No harmful anti-oncology effects from the use of this drug are known.  
· Assoc. Prof. Holden confirmed that additional documentation covering peer review has been submitted to the HDEC secretariat.

Decision 

This application was approved by consensus.


	7  
	Ethics ref:  
	13/NTA/119 

	 
	Title: 
	HPV Oropharynx 

	 
	Principal Investigator: 
	Dr Andrew  MaCann 

	 
	Sponsor: 
	Trans Tasman Radiation Oncology Group (TROG) 

	 
	Clock Start Date: 
	01 August 2013 


 
Dr Andrew MaCann and Ms Michelle Mulligan 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.

Dr Christine Crooks declared a potential conflict of interest.  The committee decided that Dr Crooks could remain in the room but not take part in the discussion of this application.

Summary of ethical issues

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

· There are two separate elements to this study, the tissue bank and the drug trial and each has separate ethical considerations. The committee was pleased to see separate participant information sheets and consent forms for these two elements of the study.
· HPV is a sexually transmitted disease and there might be possibility of stigmatisation.  How does the research team intend to protect people from stigmatisation in terms of what information will be provided?  Dr MaCann agreed that this is a sensitive issue and will be handled accordingly.  The committee asked the researchers to provide further information on how they intend to handle this issue. 
· The tissue bank is in Australia because the trial will be co-ordinated in Melbourne and the wish is for participant samples to be held in same place.  No option for a satellite in NZ but it is possible for tissue to be returned to participants if they wish. The researchers confirmed that they hold the master list for re-identification of tissue bank samples to enable sample return.  
· The committee asked whether it was likely that there would be incidental findings, and if so whether and how these would be returned to participants.  The researcher believed incidental findings would be unlikely but agreed to check.  The committee noted that the researcher needed to make clear to participants whether they will be contacted in the future.
· In CF suggest a clause that in the event of death of participants that their consent applies for future studies even in the event of their death.
· Governance standards differ between NZ and Australia and participants need to understand implications of a tissue bank in Australia.  Participants need to know that rights and ethical approval oversight processes established in NZ cannot be guaranteed in Australia and that they can choose not to participate if they have concerns about this. Dr McCann will make the data access and governance approach in Australia clear in PIS/CF.  
· The committee noted that there have been well established examples of stigmatisation of groups resulting from tissue banking internationally and in New Zealand. The committee would like to see evidence that the researchers have thought about this issue and in addition have consulted with Maori about governance for tissue samples – and that they understand the implications about what can be researched and who owns the information and rights to tissue once it is in Australia. 
· The committee discussed the study design. The researchers were asked to discuss whether the study is randomised and suggested this may be an open label study. Accurate description of the study design is important for participant information and publication.  
· Participant Information Sheet and Consent Form
· Please include a lay title.  Don’t lose sight of readership. Participant understanding is important,
· Page 6 of 6 – please remove storage and use of blood samples as this is not available in New Zealand.,
· Please clearly state that tissue samples will be stored in Australia and the protocols at the PM Centre,
· The committee was satisfied that the health information held at the tissue bank will be done so confidentially and will respect participant’s privacy.  Please set out the process for ensuring confidential storage of health information in lay language.
Decision 

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

· Clarification about what consultation has been had with Maori and tissue bank protocols of PM centre. (Ethical Guidelines for Intervention Studies, paras 4.7 -4.10).
· Explanation about how you intend to address issues of stigmatisation. 
· Confirmation about the efficacy of the study design. (Ethical Guidelines for Intervention Studies, Section 5). 
· Provide evidence of indemnity insurance. (Ethical Guidelines for Intervention Studies, para 8.4).

This following information will be reviewed, and a final decision made on the application, by the Chair, Mr Hiini, Dr Tanser and Dr Bartholomew. 


	8  
	Ethics ref:  
	13/NTA/117 

	 
	Title: 
	Natural History Of Elevated Newborn Screening C14.1 In New Zealand 

	 
	Principal Investigator: 
	Dr Callum Wilson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	01 August 2013 


 
Dr Callum Wilson and Dr Bryony Ryder 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.

Dr Christine Crooks and Dr Karen Bartholomew declared a potential conflict of interest.  The committee did not require Dr Crooks or Dr Bartholomew to leave the room during discussion of this application.  

Summary of ethical issues

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

· The committee noted that this study involves Guthrie cards collected for the Newborn Metabolic Screening Programme, and that Dr Wilson is a member of the Newborn Metabolic Screening Programme Advisory Group. Dr Wilson outlined that this study is being undertaken to investigate whether the finding of increased C14.1 reporting is of clinical concern, and if it is not clinically important, whether a benign genetic change may be responsible. 
· The committee asked for clarification on the study design.  Further discussion confirmed this is a case-control study 1:2.  The committee noted the need for the researchers to be clear about this and also be satisfied with the statistical implications of the study design.
· This study is not seeking parental consent, including for the case reviews. The reason for the unconsented nature of the research was outlined by Dr Wilson. 
· The committee discussed the implications of return of results to parents (if the study reveals that cases were undiagnosed and died). Dr Wilson outlined the discussions within the study team about this, and the decision not to return results. The committee requested that the rationale for this decision be documented in writing.
· The committee was satisfied that only samples collected after the Programme consent information changed (June 2010, as a result of the Privacy Act amendments) will be used. This means that from this date parents were informed that research such as this may be undertaken on Guthrie cards in the future.  
· The committee noted data is confidential but not anonymous. The study requires data-linkage by NHI number of three datasets – the Programme data, hospital data and mortality data as well as case reviews. The future use of study data will be de-identified and information won’t be tied back to an NHI.  R.2.4 on page 16 should read de-identified. 
· The researcher confirmed National Screening Unit permission for use of Guthrie cards has been gained subject to ethics approval.
· The committee will approve this exploratory study but any interventions that follow from that would need to come to the committee for review. 


Decision 

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

· Please provide an outline of the decision on return of results to parents and the rationale for reaching this decision. 

This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Crooks and Dr Bartholomew.



	9  
	Ethics ref:  
	13/NTA/121 

	 
	Title: 
	ADMYRE: Aplidin-Dexamethasone in RElapsed/Refractory MYeloma (APL-C-001-09) 

	 
	Principal Investigator: 
	Dr David Simpson 

	 
	Sponsor: 
	Pharma Mar S.A. 

	 
	Clock Start Date: 
	01 August 2013 


[bookmark: _GoBack]
Ms Vivienne King 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

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

· Please advise on the status of SCOTT approval. SCOTT and HDEC approval are parallel processes and the researcher is reminded that although approved by this committee a study cannot proceed without approval.
· Participant Information Sheet and Consent Form
· The committee believes the participant information sheet and consent forms are dense and will not be easily read by participants. They also contain jargon and language that is irrelevant to the New Zealand context.  The committee suggested that a non-clinical person read the forms (to improve readability). 
· If it proves too difficult to improve the readability of this complex trial, the researcher may wish to consider a brief one-page sheet in lay language (with a lay title) to go in front of the main PIS
· The committee noted that the researchers need to make clear to participants what is different over and above their usual treatment.  
· The committee noted that the study design offers crossover after 8 months.  This was not clearly explained in the participant information. Could researchers clarify the conditions in which crossover could occur. 
· Please provide clarification to the committee about how participants will be assigned to both arms of the study (it is not clear from the application).
· Please confirm that the recruitment process will not involve coercion or induce participants to take part.
· Please submit evidence of Maori consultation.

Decision 

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

· Please provide clarification to the committee about how participants will be assigned to both arms of the study.  (Ethical Guidelines for Intervention Studies, Section 5).
· Please confirm that the recruitment process will not involve coercion or induce participants to take part. (Ethical Guidelines for Intervention Studies, para 6.7).
· Please provide a more readable Participant Information Sheet. The Committee encourages the use of a lay title (this will aid in the participant giving informed consent). (Ethical Guidelines for Intervention Studies, para 6.22).

This following information will be reviewed, and a final decision made on the application, by Brian Christine and Shamim.


	 10  
	Ethics ref:  
	13/NTA/122 

	 
	Title: 
	Hot Avulsion Versus Argon Plasma Coagulation 

	 
	Principal Investigator: 
	Dr Ravinder Ogra 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 August 2013 


 
Dr Ravinder Ogra was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· The committee was satisfied that adequate peer review has been carried out.
· Information will be collaboratively shared online in an anonymised database. Only the co-ordinating investigator can trace patient identifying information.
· Information will be stored for 10 years.
· Most colorectal polyps and cancers occur predominantly in Europeans.  Maori consultation was not carried out as incidence is lower than in European.  However Maori who are diagnosed with the polyps won’t be excluded. The committee asked that consultation with Maori be carried out.
· Consultation with local Pacific people on the study including the participant information sheet was also recommended. Inclusion and exclusion criteria are listed in the protocol but have not been included in the application.  The committee asked that a brief explanation be provided.
· CI is the usual care clinician and will be recruiting patients. The committee noted the importance of the CI stating that participation is completely voluntary and will not affect their care in any way in the PIS/CF.
· Data entry will be obtained at 1 week and 14 days and monitored from Australia.
· The committee asked how consent to the study will be gained as patients will be under sedation at the point of randomisation. Dr Ogra explained that the selection criteria for the study will be a subgroup of clinical participants (those already identified at endoscopy or those with a high likelihood of polyps amenable to this approach).  All of these potential patients will be recruited and consented for the study, although not all will meet the selection criteria during the procedure. 
· Dr Ogra confirmed that non-consenting patients will receive standard care treatment and the committee asked that it be made clear to participants what treatment they may receive over and above standard care. 
· Participant Information Sheet and Consent Form 
· Please place both on letterhead, include a version number, and include contact information and tidy formatting,
· Please emphasise that participation in the study is voluntary,
· Please clearly state what treatment participants will receive over and above standard care. 

Decision 

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

· Please provide evidence of consultation with Māori. (Ethical Guidelines for Intervention Studies, para 4.7-)
· Please amend the participant information sheets 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 the Chair, Dr Bartholomew and Dr Saafi. 


	 11  
	Ethics ref:  
	13/NTA/126 

	 
	Title: 
	A comparison of BI 695500 and rituximab metabolism and processing in the body in follicular lymphoma patients with low tumour burden 

	 
	Principal Investigator: 
	Dr William Nigel Patton 

	 
	Sponsor: 
	Boehringer Ingelheim 

	 
	Clock Start Date: 
	01 August 2013 



Dr William Patton and Mrs Carolyn Harris 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.

Dr Christine Crooks declared a potential conflict of interest.  The committee did not require Dr Crooks to leave the room during discussion of this application.  

Summary of ethical issues

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

· Dr Patton explained the recruitment process for the committee. Patients will be told about the study at GP clinics and by haematologists throughout the northern region.  Patients will provide their consent at the Auckland Clinical studies clinic where they would also receive treatment under Dr Patton’s supervision.  There is no standard of care treatment for these patients apart from monitoring and managing symptoms. 
· Dr Patton confirmed that the lab where the tissue samples will be sent to is likely to be an overseas laboratory.  Tumour tissue will be collected if samples are not already held. The committee was concerned that the process for how these samples would be managed overseas was not adequately explained in the participant information sheet.   
· Dr Patton confirmed that patient confidentiality will be protected. No patient names are included in the information that will be sent off site.
· Samples taken from this study will be used for pharmaco-dynamic studies only.  
· Dr Patton explained that peer review of same design as this study has been conducted and approved previously.  At this stage the research team does not have access to some of the study data for the previous study.  Dr Patton would need to be satisfied that the on-going phase I study (of the medication for arthritis, a different indication) is performing satisfactorily and is safe before patients will be recruited for this study.  
· The committee asked that Dr Patton advise when he is satisfied of the safety of the Phase I first in human study.
· The committee was satisfied that Auckland Clinical Studies is set up to appropriately manage any adverse events. 
· Participant Information Sheet
· Please change ethics committee to Northern A Ethics Committee on page 11.

Decision 

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

· Notification of when the study will start based on findings of the Phase I study data and that you are sure that the study is safe to proceed. 

This following information will be reviewed, and a final decision made on the application, by the Chair and Christine.


General business

1. The Committee noted the content of the “noting section” of the agenda.

2. The Chair asked members if they happy meeting (in 2014) on the 2nd Tues of the month. This was agreed.

3. Karen Bartholomew has offered to put together information on the issue of Tissue Banking for the committee. 

4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	10 September 2013, 01:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	No apologies were tendered for this meeting.

The meeting closed at 6:25pm
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