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	TO:   FORMCHECKBOX 
  CRPC (outlook group email): CRs-CRPCsubmit@roswellpark.org  or   FORMCHECKBOX 
  SRC   

 DATE:      
FROM:   PI NAME:                                                             
 CRPC Concepts will be reviewed according to the following criteria:

1. Investigator Initiated studies are an institute priority    

2. Role of RPCI Investigator (National or Site PI)

3. Study  or Science developed at RPCI       

4. Correlative studies done at RPCI                                                      

5. Strategic study for Institute, DSRG, or PI (Study must be presented to DSRG prior to submission)

6.  Scientific merit

7.  Patient availability  to meet target

8.  Availability of funding now or prior to implementation 

9.  Competing studies, current accrual to study ratio (program and NCG), implementation concerns


	SECTION A: GENERAL INFORMATION



	Title :      

	Type of Study:     FORMCHECKBOX 
  Intervention    (All Intervention studies require CRPC approval prior to SRC submission)
                 FORMCHECKBOX 
  *Behavior Intervention- May be submitted Expedited to SRC (use of the Non-Intervention template allowed) 

                 FORMCHECKBOX 
  *Non-Intervention  - May be submitted Expedited to SRC

*All Behavior Intervention or Non-Intervention studies require CRPC approval or approval to bypass prior to submission into SRC.  Full approval is required if RPCI resources are being utilized outside of the PI department to implement or if tissue is being requested.  Expedited bypass approval can be request otherwise.  See Section D regarding resources

	SECTION B: STUDY TEAM



	CONTACT
	NAME
	PHONE #

	 Principal Investigator           
	     
	     

	    Co-Investigator – Statistician              
	     
	N/A

	    Co-Investigator               
	     
	N/A

	    Co-Investigator               
	     
	N/A

	    Co-Investigator                  
	     
	N/A

	    Co-Investigator               
	     
	N/A

	    Co-Investigator                  
	     
	N/A

	Non-Investigator Consenters:  list                
	     
	N/A

	Depart. Data Managers: (Staff who will view records (PHI) and record identifiable data.  List only those who are not CRS employees .
	     
	N/A


	SECTION C: STUDY INFORMATION



	NCI Classification:  
	 FORMCHECKBOX 
 I    

CompleteA-F below
	 FORMCHECKBOX 
 PH   (Pharma Developed)

Number of sites:      
Complete A-E below
	 FORMCHECKBOX 
 NCG   (Cooperative Group)

Answer A. below
	 FORMCHECKBOX 
 STHD- Student Study/Thesis 

Answer G. Below

	A.
	 Did the PI contribute to the design and development of the study  

    FORMCHECKBOX 
 No- This is not an Investigator Initiated study

    FORMCHECKBOX 
 Yes -   

 (Comments)       

	                                                 B.
	Is this study conducted through a consortium?   FORMCHECKBOX 
 No   FORMCHECKBOX 
Yes ; Please provide name and contact information       

	C.
	For Intervention studies: Will CRS be responsible for data management?
    FORMCHECKBOX 
 No-  Please indicate where the data will be housed:      
    FORMCHECKBOX 
 Yes- CRS will build an Electronic Data Capture System for Study Data
For Non-Intervention studies and Behavior Intervention studies  Please indicate where the study data will be housed:       

	D.
	For Intervention studies:   Will CRS personnel be responsible for Data Monitoring?  
    FORMCHECKBOX 
 No- Please indicate who will be monitoring:      
    FORMCHECKBOX 
 Yes CRS Compliance will Monitor Data according to the DSMP 

	E.
	Is this a potential study for Rochester General Hospital  (An RPCI Research Satellite?)  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes

Will there be other Network sites participating?  

    FORMCHECKBOX 
 No- RPCI only

    FORMCHECKBOX 
 Yes -   Please Indicate sites below and obtain Network sign off prior to SRC submission:      

	F. 
	Will the RPCI Biostatisticians be involved in the analysis of this study  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	G. 
	For STUDENT STUDIES:

Will RPCI be the IRB of record: Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  Comment:      

	ROLE OF RPCI INVESTIGATOR

 FORMCHECKBOX 
 RPCI Site PI or   FORMCHECKBOX 
Nurse as RPCI site PI (Study requires Nursing Department Sign off prior to SRC submission)
 FORMCHECKBOX 
 National/Multisite PI  including RPCI Site PI: Comment:       

	NCI Program Designation:

 FORMCHECKBOX 
 Experimental Therapeutics                                                          FORMCHECKBOX 
 Genitourinary      

 FORMCHECKBOX 
 Cell Stress Biology                                                                       FORMCHECKBOX 
 Tumor Immunology  

 FORMCHECKBOX 
 Cancer Control, Prevention and Disparities                                 FORMCHECKBOX 
 Cancer Genetics

	Phase of study:

 FORMCHECKBOX 
 Pilot      FORMCHECKBOX 
 Phase I     FORMCHECKBOX 
 Phase I/II      FORMCHECKBOX 
Phase II      FORMCHECKBOX 
Phase III      FORMCHECKBOX 
 Phase IV      FORMCHECKBOX 
 Other:      

	CLINICAL PROGRAM:

	 FORMCHECKBOX 
   BMT  
	 FORMCHECKBOX 
  BREAST
	 FORMCHECKBOX 
  DERM  
	 FORMCHECKBOX 
   GI 
	 FORMCHECKBOX 
 MEL   
	 FORMCHECKBOX 
 GU  
	 FORMCHECKBOX 
 GYN
	 FORMCHECKBOX 
 H&N  

	 FORMCHECKBOX 
   ID       
	 FORMCHECKBOX 
  LEUK     
	 FORMCHECKBOX 
  LUNG  
	 FORMCHECKBOX 
   LYM/MYL
	
	 FORMCHECKBOX 
 NEURO        
	 FORMCHECKBOX 
 PREV-INTERVENTION

	 FORMCHECKBOX 
   PHASE I Program   
	 FORMCHECKBOX 
 PEDS
	 FORMCHECKBOX 
   OTHER:       

	Translational Research Component  FORMCHECKBOX 
N/A(Has this study been developed in a RPCI Scientific laboratory and is moving into the clinical phase of testing?)  Please describe: 

	     

	Translational Research Component Investigator   FORMCHECKBOX 
N/A

	     

	Intervention Plan (drug/dose/schedule, blinding, etc.  Include eligibility criteria, follow-up schedule etc., if atypical):

	     

	Objectives of study:

	     

	Brief statistical plan (primary endpoint, power, sample size):  FORMCHECKBOX 
See attached:     FORMCHECKBOX 
 My plan is as follows:      

	National accrual target : 

NA  FORMCHECKBOX 
  or:           
	RPCI expected target:      
	Expected Duration:      

	How long has this study been active at other sites?
	     

	Source of Funding:


	Sponsor name or provide Grant name if applicable:      

	Is this a RPCI Investigator Initiated study that requires a special interim analysis?   


	Y  FORMCHECKBOX 
     N  FORMCHECKBOX 
     NA FORMCHECKBOX 
 (This would be  N/A to Industry sponsored trials)
If, yes, please indicate the interim accrual targets:  

1st:             2nd:       FORMTEXT 

     
       3rd: 


	SECTION D: REQUEST FOR RESOURCES   FORMCHECKBOX 
 N/A PLEASE CONSIDER FOR CPRC BYPASS


	RPCI resources required: (Check all that apply)

	 FORMCHECKBOX 

	Radiology: See protocol page:       .
	     

	 FORMCHECKBOX 

	Radiation: See protocol page:       .
	     

	 FORMCHECKBOX 

	Pathology/Tissue Requests: See page:      
	      

	 FORMCHECKBOX 

	Correlative Labs: (list) See protocol page      .
	     

	 FORMCHECKBOX 

	Investigational Drug Service (Pharmacy) List drugs and source: (Commercial or Investigational) :      

	 FORMCHECKBOX 

	External Shipping of study specimens       

	 FORMCHECKBOX 

	DBBR- (May be Non-Human if all samples collected are de-identified- Verify with the ORSP)      

	 FORMCHECKBOX 

	CRS Clinical Research Coordinator       

	 FORMCHECKBOX 

	Any resources outside of PI Department:
	     

	SECTION E: PROGRAM PRIORITIZATION (For each Clinical Program)      N/A  FORMCHECKBOX 



	PART A:  PRIORITY LIST:  

All Intervention studies are required to be placed on a Priority List . Non-Intervention studies are N/A.  Competing intervention studies at RPCI site:  (The most current priority list posted on the CRS website will be used at the time of CRPC/SRC review.  (Please provide comments below  indicating where this study would be placed on the priority list and justify pursuing this study)

 FORMCHECKBOX 
  This study does not compete with other studies: Currently there are no competing studies that exist in the clinical program priority list

 FORMCHECKBOX 
   This study competes with other studies: :  Please indicate below what studies are competing (by RPCI study number) and justify pursuing this study- (e.g.
Priority list Comments:       


	PART B: DSRG APPROVAL   DSRG group/guideline link: https://i2.roswellpark.org/#/files/listing/a800636c-1524-42c1-887d-f711cb2ceab7
Has your study been presented to and approved by the appropriate DSRG?   See link above.
 FORMCHECKBOX 
 No.  Must have DSRG approval before the study can be submitted into CRPC/SRC.  
 FORMCHECKBOX 
 Yes.  Please provide written/email documentation of DSRG approval with this submission 

Comments:      


	SECTION F: SRC SUBMISSION USE ONLY




CRPC Approval Number:      
RPCI Study Number:          

Regulatory Associate:       
Protocol Editor Assigned?  FORMCHECKBOX 
 Yes (Include in SRC clarifications)  FORMCHECKBOX 
 No
Submission deadline target:  FORMCHECKBOX 
 SRC Full   FORMCHECKBOX 
 SRC Executive Committee (Expedited)

Study Version/Date:       
	Is this a NCG / Cooperative Group Study?

What is the name of the Cooperative Group?      
Who will be the manager for this study? (The site where documents will be posted and released) 

 FORMCHECKBOX 
 The Cooperative Group named above    FORMCHECKBOX 
CTSU    FORMCHECKBOX 
 Other:      
Will the Cooperative Group above receive credit?

If No, which Group will receive the credit?      
	Y  FORMCHECKBOX 

     Y  FORMCHECKBOX 


	N  FORMCHECKBOX 
 

     N  FORMCHECKBOX 
 



	Are samples for Flow Cytometry involved in this study?

If yes, which markers?       

Please refer to page:         , which describes the markers to be tested and how often they will be performed. 

       Will other sites be sending Flow Cytometry samples to RPCI?

(If yes, please send the study to Dr. Paul Wallace prior to SRC submission)
	Y  FORMCHECKBOX 

Y  FORMCHECKBOX 

	N  FORMCHECKBOX 
 

N  FORMCHECKBOX 


	Are Cytogenetic samples involved in this study?

(If yes, please send the study to Anne Marie Block, Ph.D. Director of the Clinical Genetics Lab,  prior to SRC submission) 

If yes, what type of evaluation will be performed? (classic karyotyping, FISH, etc.)      
Please refer to page:        , which describes this testing and how often they will be performed. 


	Y  FORMCHECKBOX 

	N  FORMCHECKBOX 


	Will you be utilizing the Leukemia Tissue Procurement Bank?

(If yes, please send a copy of the study to Dr. M. Wetzler) 
	Y  FORMCHECKBOX 

	N  FORMCHECKBOX 


	Are Leukapheresis procedures involved in this study?

(If yes, please send the study to Dr. Joanne Becker)
If yes, how often?      
Will cellular therapy product preparation be required?
	Y  FORMCHECKBOX 

Y  FORMCHECKBOX 

	N  FORMCHECKBOX 

N  FORMCHECKBOX 


	             If this is a PH sponsored study, did the Pre Study Evaluation visit occur?  

              FORMCHECKBOX 
 NA- comment:      
Please explain if there is any other information that should be disclosed that was not captured in the preceding fields above.      
	Y  FORMCHECKBOX 

	N  FORMCHECKBOX 




All items on both the CRPC and SRC form have been verified with the PI as accurate and complete:

_____________________________________
____________

Submitter Signature



Date
If Network sites are involved per Section C, Box E, please obtain Network sign off prior to SRC submission:

_____________________________________
____________

Network Rep. Signature



Date
�


This form is used for both CRPC and SRC study submissions 





~ CRPC / SRC ~


NEW RESEARCH STUDY SUBMISSION FORM
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