Subject:  IMPORTANT: Cancer Consortium IRB Update


Sent 8/25/05

Dear Cancer Consortium Investigators and Study Staff,

The Cancer Consortium IRB (CC/FHCRC-IRB) will begin to accept new applications very soon.  Please read below for updated information regarding the Cancer Consortium IRB submission process.

NEW Applications to Cancer Consortium IRB

The Cancer Consortium IRB will begin to accept new applications from UW Cancer Consortium members starting on Thursday, September 1, 2005.  All submissions to the Cancer Consortium IRB must be made via the Cancer Consortium Protocol Office at FHCRC.  The Cancer Consortium IRB will be accepting new applications from UW researchers for both therapeutic and observational oncology or cancer related studies.  Industry-sponsored studies funded through the University of Washington may be submitted to Western IRB, after completion of scientific review. 

Continuation Review for studies currently approved by UW Human Subjects Division

Renewals of Cancer Consortium studies currently approved by the University of Washington as of January 1, 2003 or later, will be submitted to the CC/FHCRC-IRB at the time of continuing review, beginning with those approvals that expire after December 31, 2005. The submission of the renewal paperwork will be done via the Cancer Consortium Protocol Office who is working closely with the Cancer Consortium IRB to coordinate the reviews.  Renewal notices for studies expiring in January 2006 will be sent out in September.  

Cancer Consortium IRB Website

Information regarding the Cancer Consortium IRB, helpful links, descriptions of the review process, and the role of the Cancer Consortium Protocol Office will be available by September 1, 2005, on the CancerConsortium.org website.  In the meantime, if you have any questions please contact me (Jennifer Jones) and I will be happy to answer any questions you may have.

Cancer Consortium IRB Forms

Forms to be used for Cancer Consortium IRB submissions can be found at http://www.fhcrc.org/intranet/iro/irb/forms.html.  The documents required for full review submissions to the CC-IRB are protocol disposition form, application, protocol, appendices, consent(s) (UW or FHCRC template, FHCRC template preferred, UW compensation language required), HIPAA authorization(s) (UW template), and Investigator’s Brochure (if applicable).

ClinicalTrials.gov Submissions

The International Committee of Medical Journal Editors’ (ICMJE) initiative requires prior entry of clinical trials in a public registry as a condition for publication (http://www.icmje.org/clin_trialup.htm).  All studies beginning enrollment after July 1, 2005, must register at (or before) the onset of patient enrollment.  For trials that began enrollment before this date, registration is required by September 13, 2005 in order for ICMJE member journals to consider publication.

The Cancer Consortium Protocol Office (CC-PO) will assist all Cancer Consortium Investigators, by helping them self-register studies on ClinicalTrials.gov.   We will furnish a user name and password to make it possible for researchers to use the FHCRC/UW Cancer Consortium account on the web-based Protocol Registration System (PRS) at ClinicalTrials.gov.  A guided tour of the Protocol Registration System with step-by-step instructions for entering and modifying your studies is available at http://prsinfo.clinicaltrials.gov. Once studies are posted through the Protocol Registration System they may be viewed by the public at www.clinicaltrials.gov.  

To request a ClincalTrials.gov Protocol Registration System user ID and password, please email the Cancer Consortium Protocol Office at ProtocolOffice@cancerconsortium.org.  If you have further questions or need additional help, you may call Connie Olson at (206) 667-2172.  

Cancer Consortium Protocol Office and Cancer Consortium (FHCRC) IRB Contacts

Jennifer Jones, (206) 667-3220, jjones@fhcrc.org, mailstop LM-230

Project Manager Cancer Consortium IRB

Contact for all submissions to the Cancer Consortium IRB, questions regarding the submission process.

Protocol Office, (206) 667-4520, ProtocolOffice@cancerconsortium.org, mailstop LM-230

If Jennifer Jones is unavailable and you need immediate assistance please call the Protocol Office main line.  Basic questions regarding the submission process can also be answered.

Karen Hansen, (206) 667-4867, khansen@fhcrc.org, mailstop J6-110

FHCRC IRO Director

Contact for submission questions related to IRB procedures and forms.

Tanna MacReynold, (206) 667-6567, tmacreyn@fhcrc.org, mailstop J6-110

FHCRC IRO Assistant Director

If Karen Hansen is unavailable contact Tanna for questions related to IRB procedures and forms.

