Multidisciplinary PI checklist 03/25/08


                   KCC Multidisciplinary PI Checklist - REVISED 03/25/08
This signed and dated check list should be submitted with all requests for CCRRC review of clinical trials.

Trial Title:  
KCC PI:  
KCC Co I
                Other physicians: 
Which KCC Research Program is the PI associated with? Please check one:
        FORMCHECKBOX 
  1  Cancer Cell Biology and Signaling
        FORMCHECKBOX 
  2  Molecular Biology and Genetics

        FORMCHECKBOX 
  3  Immunological Mechanisms in Cancer

        FORMCHECKBOX 
  4  Endocrine Mechanisms and Hormones in Cancer
        FORMCHECKBOX 
  5  Radiation Research and Translational Biology
        FORMCHECKBOX 
  6  Gastrointestinal Cancer
      
ZY None –
Please Note: trials that call for the use of a central IRB in lieu OF THE TJU IRB cannot be done at TJU.
· Does this trial address an area where we currently have no treatment option or need an additional clinical trial option? 

· Does the use of the investigational agent(s) in this protocol require an application to and approval by the TJU Institutional Biosafety Committee (IBC)?   

                   Recombinant DNA not exempt by the NIH Guidelines or requiring Biosafety Level-2       

                   or above (this includes transgenic plants and animals) 

              Infectious Agents 

 Human blood, body fluids, or unfixed tissue 

 Tissues, organs or cell cultures of human origin 

 Human Gene Transfer 
        FORMCHECKBOX 
 Yes

        FORMCHECKBOX 
 No
· Does this trial compete with an existing or pending trial?    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No      If yes, please provide an enrollment priority list including competing trials.

· If this is a pharmaceutical sponsored trial, is there a Cooperative group trial (ECOG, NSABP etc.) that might serve the same indication/patient population?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
· If this is a pharmaceutical sponsored trial has the sponsor agreed to TJU as a study site?   If yes, please attach the email or letter from the sponsor that reflects this agreement
              FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
· Who is the contact at the sponsor? 
· If this is a Cooperative Group study is it CIRB approved?

               FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

            If yes, CCRRC review is not required
            If no, CCRRC review is required

· Will this trial be available to  FORMCHECKBOX 
  TJU and  FORMCHECKBOX 
 the Jefferson Cancer Network (JCN) (please check as applicable)?

· What is the expected accrual at TJU over what period of time? ____
· What is the expected accrual at JCN over what period of time? ______

· Which parts of the protocol are not standard of care? This information will be needed for budget calculations and for the development of informed consent language.

· Does the protocol call for the submission of pathology blocks? If so, separate arrangements will need to be made with the Department of Pathology and documented with the CRMO.

                 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
· Does the protocol call for the use of RECIST or Modified WHO to do tumor measurements? 

              FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
· Does the study call for the use of Electronic Data Capture (EDC) for handling study data?  

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If this trial is an Investigator Initiated Trial:

· Is the PI going to subcontract out to or be a sub contactor for another site? 



              FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
· If so:

             Have the logistics of interaction, finances and expectations between the home                              

              institution and KCC been worked out?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No    
· Have you discussed intellectual property issues with the Office of Research Administration? 

              FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No       FORMCHECKBOX 
  NA
· Have the data collection forms for this trial been developed?     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
***Is the PI and/or CI prepared to review and sign off on all “off site” safety reports in a timely manner and on a regularly scheduled basis***
               FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
 Print Name of Multidisciplinary Team Leader:  
Multidisciplinary Team Leader
Signature                                                          Date:

2

