15 September 2006
Professor Lynnette Ferguson

Discipline of Nutrition

University of Auckland

Private Bag 92019

Auckland

Dear Dr Ferguson

Optimising selenium intake for cancer prevention – a pilot study in Auckland..
Investigators:  Prof Lynnette R Ferguson (PI), Dr Martin Philpott, Dr Nishi Karunasinghe, Dr Jonathan Masters, Dr Nicole C Roy, Dr Sharon Browning, Prof Gil Hardy.
Ethics ref:        NTY/06/07/060

Locations:    University of Auckland, Auckland Hospital, CMDHB.

The above study has been given ethical approval by the Northern Y Regional Ethics Committee.  

Approved Documents

-Participant Information Sheet, version 2 dated 07 September 2006.
-Consent Form, version 2 dated 11 September 2006

-Health and Lifestyle Questionnaire for Selenium Study, version 1dated June 2006.

-Food Questionnaire.

Certification 

The Committee is satisfied that this study is not being conducted principally for the benefit of the manufacturer or distributor of the medicine or item in respect of which the trial is being carried out.

Accreditation

The Committee involved in the approval of this study is accredited by the Health Research Council and is constituted and operates in accordance with the Operational Standard for Ethics Committees, March 2002. 

Progress Reports

The study is approved until 30 July 2008.  The Committee will review the approved application annually and notify the Primary Investigator if it withdraws approval.  It is the Primary Investigator’s responsibility to forward a progress report covering all sites prior to ethical review of the project in  15 September 2007. The report form is available on http://www.newhealth.govt.nz/ethicscommittees.  Please note that failure to provide a progress report may result in the withdrawal of ethical approval. A final report is also required at the conclusion of the study.

Requirements for SAE Reporting

The Primary Investigator will inform the Committee as soon as possible of the following:  

· Any related study in another country that has stopped due to serious or unexpected adverse events

· withdrawal from the market for any reason

· all serious adverse events occurring during the study in New Zealand which result in the investigator or sponsor breaking the blinding code at the time of the SAE or which result in hospitalisation or death.

· all serious adverse events occurring during the study worldwide which are considered related to the study medicine. 

All SAE reports must be signed by the Primary Investigator and include a comment on whether he/she considers there are any ethical issues relating to this study continuing due to this adverse event.  If the adverse event is local and does not have the sponsor’s report attached, an opinion on whether the event is thought to be related to the study should be given along with any other pertinent information.  It is assumed by signing the report, the primary investigator has undertaken to ensure that all New Zealand investigators are made aware of the event.

Amendments

All amendments to the study must be advised to the Committee prior to their implementation, except in the case where immediate implementation is required for reasons of safety.  In such cases the Committee must be notified as soon as possible of the change. 

Please quote the above ethics committee reference number in all correspondence.

The Primary Investigator is responsible for advising any other study sites of approvals and all other correspondence with the Ethics Committee.

It should be noted that Ethics Committee approval does not imply any resource commitment or administrative facilitation by any healthcare provider within whose facility the research is to be carried out.  Where applicable, authority for this must be obtained separately from the appropriate manager within the organisation.

Yours sincerely

Amrita Kuruvilla
Northern Y Ethics Committee Administrator
Email: amrita_kuruvilla@moh.govt.nz 
CC: Dr. Nishi Karunasinghe
