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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	17 September 2012

	Meeting venue:
	Terrace Conference Centre


	Time
	Item of business

	12pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 21 August 2012

	12.30pm
	New applications (see over for details)

	
	  i    12/CEN/23

  ii   12/CEN/24

  iii  12/CEN/27

  iv  12/CEN/28

  v   12/CEN/29

  vi  12/CEN/30 – closed meeting

	

	3.30pm
	 General business:

              

	4pm
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Paul Barnett 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Gael Donoghue 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Lynne Russell 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Apologies


Welcome

The Chair opened the meeting at 12pm and welcomed Committee members, noting that apologies had been received from Dr Lynne Russell.

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 21 August 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/CEN/23 

	 
	Title: 
	Can a new 'Australasian Risk Score' reduce Chest Pain admissions in Ne 

	 
	Principal Investigator: 
	Dr MARTIN THAN 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 September 2012 


Dr Martin Than 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. 

1. The Committee noted this is a worthwhile study with strong HRC support.

2. Page 13, Protocol, under section: “Data management”. The Committee noted the protocol was inconsistent with respect to the number of years the data would be stored at and requested that  this be amended to 16 years in all instances.  The researcher agreed and advised he would request an extension if needed.

3. The Committee sought the following amendments to the Participant Information Sheet:

· Paragraph 1.  Please add a simple version of the flow diagram on page 12 which details the study recruitment and treatment.

· Page 3, “What are the possible benefits and risks to you of participating?” The Committee requested the following information should be removed :

“ …It is possible however that individual patient outcomes could be different due to different pathway allocation.  

For example, patients designated as low risk in either study path way may subsequently have an adverse event.  Since it is hoped that a greater proportion of patients will be classified as low-risk in the new pathway, it is possible that more adverse events will occur in low-risk patients in the experimental compared with standard care pathway.  However, the research data from over 2,500 previous patients suggest that this will not happen “.

· The Committee sought clarification on the number of blood samples to be taken and requested this number is made clear in the Participant Information Sheet.

· The Committee requested that the researcher’s intention to offer a Karakia before the disposal of Maori blood specimens was made clear in the Participant Information sheet.

4. The Committee sought the following amendments to the consent form:

· Page 5, under “I wish to have an interpreter”.  The Committee requested the following Pacific island Countries are added to the list of available interpreters:  Fiji, Tokalau, as well as an interpreter for the deaf.

5. The Committee sought clarification from the researcher on his intension to analyse and retain blood samples in an identifiable form for unspecifiable researcher and that the participant information sheet suggests this data will form part of a tissue bank.  The researcher clarified that there was an error in the Participant Consent Form and that future unspecified research will be de-identified and that ethical approval for the indefinite retention of tissue samples after 16 years had received prior from the Upper South Committee.   The Committee requested 1) a copy of the relevant original letter of approval for Upper South A and 2) the researcher make explicit in the consent form the reason for what purpose blood is being retained during the initial 16 year period. 

Decision 

· Please clarify the committees concern about data storage. (Ethical Guidelines for Intervention Studies, paragraph 5-) 

· Please amend time for data storage to 16 years in all instances.  (Ethical Guidelines for Intervention Studies, paragraph 5-) 

· Please amend the Participant Information Sheet to address the Committee’s concerns above (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please amend the Participant Consent form to address the Committee’s concern above (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please clarify the Committee’s concerns regarding the storage of blood samples for unspecified research and provide the associated relevant approval letter from Upper South A. (Ethical Guidelines for Intervention Studies, paragraph 5 -).

· Please amend time for data storage to 16 years in all instances.

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

	 2  
	Ethics ref:  
	12/CEN/24 

	 
	Title: 
	A study investigating GS-7977 and Ribavirin post Liver Transplant for  

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc 

	 
	Clock Start Date: 
	05 September 2012 


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. 

Discussion

1. The Committee sought the following amendments to the Participant Information Sheet:

· Page 11, “Reproductive Risks/Birth Control”.  The Committee noted the “female barrier method (spermicidal agent) is not available in New Zealand’. This reference will need to be removed.

· The Committee requested a separate consent form for Pregnancy/Spouse of male participant.

· Page 10.  Insert the wording ‘instructions to call 111 in case of allergic reaction’.

· Page 13, “under payment to subject “.  Clarification is sought on what if any receipt is needed for participants travelling by private transport.

· Page 20, include letter head and change ‘option’ to ‘optional’.

2. The Committee was unclear about the extent to which Maori consultation had been undertaken.  

3. Page 12, B2.1.  Amend to read ‘18 years and over’.

4. Page 14, PIS.  The Committee was impressed with the description of Tikanga Maori and how Tikanga Maori related to the taking of samples, and noted that it showed respect for Tikanga Maori.  The Committee noted it might have been useful to have pasted this paragraph into the application form.

5. The Committee noted SCOTT approval is pending and is a prerequisite to the study proceeding.

Decision 

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

· Please amend the Participant Information Sheet to address the Committee’s concerns above (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please clarify for the Committee the extent to which Maori consultation has been undertaken as part of this study.  (Ethical Guidelines for Intervention Studies, paragraph 4.7, 4.8,4.9.4.10).

· Please amend reference to Page 12, B2.1 to read 18 years and over. 

· Please note SCOTT approval is pending.

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

	 3  
	Ethics ref:  
	12/CEN/27 

	 
	Title: 
	Safety and effectiveness of concurrent injections of AA4500 

	 
	Principal Investigator: 
	Mr Andrew McDiarmid 

	 
	Sponsor: 
	Auxilium Pharmaceuticals, Inc., USA 

	 
	Clock Start Date: 
	05 September 2012 


Potential conflicts of interest

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

Dr Dean Quinn declared a potential conflict of interest, and the Committee decided Dr Quinn could participate in the discussion but not in the final decision.

Summary of ethical issues

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

· Page 3, A.1.4.  Please amend the commencement date.

· The Committee notes SCOTT approval is pending.

· Page 14, B4.3 “restriction on publication”.  The Committee requested details on what form these ‘restrictions’ would cover.

· Page, 25, P4.3.1. The Committee noted there is no reference to Maori consultation to be taken at each New Zealand site and sought clarification that Maori consultation will be undertaken through the locality assessment process.  

· Page 21, P4.2.  The Committee commended wording in p4.2 in reference to Maori Taonga and oral tradition, including face to face discussion. 
· Page 24, P.2.3. The Committee commended the researcher for his inclusion of the term ‘capacity’ in addition to competence, noting that in certain cultures participants may be individually competent to make decisions but may not have the capacity within a hierarchical structure to make their own decisions regarding participation.   
· The Committee sought to remind the researcher that insurance cover will expire on 10 October 2012 and to seek clarification on whether the scope of insurance coverage includes New Zealand, as the document currently only states Australia.

· Consent form. The Committee requested the researcher insert information regarding interpreters in  the consent  form and to indicate which procedures the participants consent to (see default template)

· The Committee sought clarification on what samples will be sent overseas and requested more information is provided to participants on what specifically potential participants will be consenting.  This information needs to be added to the consent form.  .

· Page 5, Participant Information Sheet.  Insert the wording ‘instructions to call 111 in case of a medical emergency’.

Decision 

This application was provisionally approved by consensus (excluding Dr Dean Quinn) subject to the following information being received. 

· Please clarify what is meant by ‘restrictions on publication’. (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please clarify what Maori consultation will be undertaken at each locality (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please clarify and satisfy the Committees concerns about insurance cover. (Ethical Guidelines for Intervention Studies, paragraph 8-).

· Please clarify what samples will be sent overseas and provide more information to participants on what specifically potential participants will be consenting.  This information will need to be added to the consent form.  (Ethical Guidelines for Intervention Studies, paragraph 6-.

· Please amend the Participant Consent Form to reflect the Committee’s concern about interpreters and procedures (Ethical Guidelines for Intervention Studies, paragraph 6-).

· Please amend the Participant Information Sheet to address the Committee’s concerns above (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Page 3, A.1.4.  Please amend the commencement date.

· Please note SCOTT approval is pending which is a prerequisite for the study proceeding.

This following information will be reviewed, and a final decision made on the application, by Dr Angela Ballantyne and Helen Walker.

	 4  
	Ethics ref:  
	12/CEN/28 

	 
	Title: 
	Perioperative management of anaemia based on the new Australian Transf 

	 
	Principal Investigator: 
	Dr  Elayne Knottenbelt 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 September 2012 


Potential conflicts of interest

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

Gael Donoghue declared a potential conflict of interest.  However, the Committee decided Ms Donoghue could participate as she is not directly involved with this study.

Summary of ethical issues

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

1. Page 3, A.1.4. The Committee noted the conclusion date is incorrect.  Please amend

2. The Committee sought the following amendments to the Participant Information Sheet:

· The participant information sheet needs set out clearly the risks of iron transfusion to potential participants.

· The participant information sheet has no reference to Tikanga in the collection or use of samples.  The Committee suggested the researcher refers to the HRC Maori Research Guidelines.
3. The Committee sought the following amendments to the consent form:

· The consent form needs to make clearer on what potential participants are consenting. 

4. Page 4, under “I wish to have an interpreter”.  The committee requested the following Pacific island Countries are added to the list of available interpreters :  Fiji, Tokalau and the Cook Islands as well as an interpreter for the deaf.

5. Patient Questionnaire.  Question 5.  The Committee requested question 5  be  removed as the patient would unlikely be in a position to answer this question. 

Decision 

This application was provisionally approved by consensus (excluding Dr Dean Quinn) subject to the following information being received. 

· Please amend the date of conclusion.

· Please amend the Participant Information Sheet to address the Committee’s concerns above (Ethical Guidelines for Intervention Studies, paragraph 6.22).

· Please amend the Participant Consent Form to reflect the Committee’s concern about interpreters (Ethical Guidelines for Intervention Studies, paragraph 6-).

· Please amend the Patient Questionnaire as requested.  
This following information will be reviewed, and a final decision made on the application, by Sandy Gill and Helen Walker

	 5  
	Ethics ref:  
	12/CEN/29 

	 
	Title: 
	PANACHE 

	 
	Principal Investigator: 
	Dr David Simpson 

	 
	Sponsor: 
	Waitemata District Health Board 

	 
	Clock Start Date: 
	05 September 2012 


Potential conflicts of interest

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

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

Summary of ethical issues

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

1. The Committee raised concerns that an inadequate level of information had been provided by the researcher, which had compromised the Committee’s ability to assess the application against the current ethics guidelines. Specifically, the researcher had not addressed patients status as being potentially ‘vulnerable ‘or demonstrated that the risks associated with this study are proportional to benefits.   Further advice to the researcher is provided below.  The Committee concluded that the information requested will need to be forwarded for review to the next available Central HDEC meeting for a further review.

2. Page 4, A.4.1.  The committee noted Dr David Simpson is the study CI and that this study was peer reviewed by Novartis Pharmaceuticals and discussed whether a peer review undertaken by the sponsor manufacturer is sufficiently independent to satisfy criteria for ‘peer review’?

3.   The Committee sought the following amendments to the Participant Information Sheet:

· The Committee noted the emphasis for potential toxicity has not been sufficiently identified and requested feedback from the researcher on particulars of possible risks and side effects ‘The risks are not yet known’.  This information should be added to the participant information sheet.  

· Page 6, Effects seen in Human Studies.  The Committee determined the research to which the research refers is dated 2008 and queries whether more recent data is available.

· Change reference to Multi-region ethics committee.

4. Page 18, r 8.1.  Similar to above, the Committee determined the researcher’s response to this section (risks/benefits) is not sufficient. The response repeats the previously used scientific basis statement but does not identify the risks are acceptably proportional to benefits.  

5. Page 18, p.2.1.  The Committee requires a specific timeframe to be added.

6. Page 18, p3.3.1.  The Committee noted the researcher ticked the ‘patients are not vulnerable’, commenting this is incorrect when read against Section 5.28 (p14) of the revised 2012 Guidelines, which defines vulnerability as “people with serious illness for which the study treatment offers potential benefits that substantially exceed of any other available treatment.  If a patient is advised they show signs of a terminal disease the Committee believed there would be a level of vulnerability.

7. Page 21, f.1.2.  The Committee is unclear about the process to be undertaken to consult with Maori.  The information under this section refers to the Treaty of Waitangi but is not clear about what the researcher is intending to do in regards to Maori consultation.  The Committee requested feedback from the researcher on how Tikanga Maori is acknowledged and applied to the research.  The Committee suggested the researcher refers to the HRC Maori Research Guidelines.
8. Insurance. The Committee requested the researcher clarifies the status of Norvartis Pharmaceutical in respect of insurance cover.   The Committee noted conflicting information in A.5.1 (The sponsor of the study is not specified (‘other’) is ticked and in r.1.7 it is stated the ‘study is not being carried out principally for the benefit of the manufacturer‘. Further explanation is required in order justify this statement.

9. The Committee further noted Novartis Pharmaceutical is providing the study drug but there appears to be an implicit representation that potentially ACC cover is available as there is no evidence Novartis is providing any insurance which would be normal in a clinical trial which this appears to be.  

10. Page 17, 5.4.1.and page 13, r 1.1. The Committee noted an inconsistency in the description of standard care : 5.4.1 refers to ‘ in addition to standard treatment’, while  r.1.1 refers to ..’of standard of care’.   The Committee sought clarification on this and noted the former wording would appear to be a more accurate statement.

11. The Committee sought the following amendments to the participant consent form: 

· The wording needs to be further simplified, potential toxicity to be made more specific and in the form to be re-crafted with more lay language.  

· Amend the titled to read ‘Patient Consent Form.

· Amend reference to Multi-region ethics committee to Central Health and Disability Ethics Committee.

· Please include the availability as an interpreter for the hearing impaired.  

12. The Committee notes SCOTT is pending the consent from which is a prerequisite to the study proceeding.

Decision 

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

1. Please amend the Participant Consent Form to reflect the Committee’s concern about interpreters for the hearing impaired (Ethical Guidelines for Intervention Studies, paragraph 6-).

2. Please address the Committee’s concerns about section r.8.1, page 18 (Ethical Guidelines for Intervention Studies, paragraph 5-).

3. Please note and action the Committee’s request for a specific timeframe to be added (Page 18, p.2.1).

4. Please note and action the Committee’s concerns regarding vulnerable participants (Ethical Guidelines for Intervention Studies, paragraph 5-).

5. Please address and satisfy the Committee’s concern about Maori consultation (Ethical Guidelines for Intervention Studies, paragraph 6.22).

6. Please address and satisfy the Committee’s concern about insurance coverage for this study.  (Ethical Guidelines for Intervention Studies, paragraph 8-).

7. Please clarify wording for ‘standard care’ in section 5.4.1 and r.11.  (Ethical Guidelines for Intervention Studies, paragraph 5 -).

8. Please amend the Participant Consent Form to reflect the Committee’s concern above (Ethical Guidelines for Intervention Studies, paragraph 6-).

9. Please note SCOTT approval is pending, which is a prerequisite for the study proceeding

This following information will be reviewed by the full committee at the 15 October 2012.   Information to committee will need to be received by the Wellington Secretariat by 3 October 2012.  

	 6  
	Ethics ref:  
	12/CEN/30 

	 
	Title: 
	A Study to Assess the Efficacy and Safety of Boceprevir When Used With 

	 
	Principal Investigator: 
	Dr  Helen Evans 

	 
	Sponsor: 
	Merck Sharp & Dohme (Australia) Pty Limited  

	 
	Clock Start Date: 
	05 September 2012 


Dr Helen Evans and / Mary Ellis-Pegler, Study coordinator, 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.

Decision 

This application was reviewed in a closed meeting and was provisionally approved by consensus.
General business

1. The Committee noted the content of the “noting  section” of the agenda.
2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	Monday 15 October 2012

	Meeting venue:
	Terrance Conference Centre



The following members tendered apologies for this meeting.

Dr Dean Quinn will attend the above meeting but as he will be overseas until the 14 October 2012, the Committee he will not ‘lead review’ any applications. 

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and  Co-ordinator as a true record.

4. Matters Arising

5. Other business

6. Other business for information

7. Any other business

“ The Silent Majority: Who Speaks at IRB Meeting”
· Committee discussed the content of this article.

· The Chairperson noted that at times complex medical terms form part of an ethics applications and can be difficult to understand.  In such instances there is provision for a ‘medical specialist’ to be co-opted to assist the Committee.  A decision, however, would need to be made early on in the process.  It was agreed the Committee might benefit from additional medical advice on specific studies.
The meeting closed at 4pm.
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