New Study Submission Form Revision #3 10/31/02

V.7 12-1-11

	CLINICAL RESEARCH SERVICES
NEW RESEARCH STUDY SUBMISSION CHECK LIST
 FORMCHECKBOX 
INTERVENTION      FORMCHECKBOX 
NON-INTERVENTION      FORMCHECKBOX 
STUDENT

	PI NAME:      
CRA-REGULATORY NAME:      
RPCI Study number :  Other Study #: 
Title :      


	ITEMS TO BE SUBMITTED

Please combine the items below in packets 

(Provide 1 original in the order listed below) 
	One Original
Expedited and Full Board
	Provided
	Pending
	N/A

	1
	THIS CHECKLIST
	1
	 FORMCHECKBOX 

	
	

	2
	CRPC  APPROVAL OR EMAIL APPROVAL TO BYPASS
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	3
	NEW STUDY SUBMISSION FORM (CRPC/SRC )
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4
	NEW STUDY SUBMISSION FORM (IRB)
	1(
	 FORMCHECKBOX 

	
	

	5
	RESEARCH PROTOCOL   Version:      
	1(
	 FORMCHECKBOX 

	
	

	6
	SYNOPSIS (If included in the study provide page #      )
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7
	CONSENT FORM V.1 dated:     
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8
	CONSENT TEMPLATE (Coop studies only)       Appendix in Protocol  FORMCHECKBOX 

	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9
	SURVEY
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10
	PRIORITIZATION LIST  (N/A for Non-Intervention) Signed and dated
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11
	PI/DEPARTMENT HEAD VERIFICATION FORM
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	12
	STATISTICIAN VERIFICATION FORM/ SIGNATURE

Required only for I studies with significant RPCI Stat input. See CRPC Section C Study Information F. N/A for NCG, PH
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13
	PATHOLOGY SPECIMEN BANK VERIFICATION FORM

(DBBR OR OTHER BANKING/TISSUE/PATHOLOGY REQUESTS)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14
	RPCI SIGNATURE PAGE (All boxes checked as appropriate)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	15
	DELEGATION FORM
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	16
	INVESTIGATOR AGREEMENT (For Investigators without FWA)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17
	IND SPONSOR LETTER (IND number and permissions for RPCI/PI)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18
	RECRUITMENT MATERIALS (( if available)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19
	FINANCIAL DISCLOSURES (All Investigators)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	20
	WEB SITE SUMMARY FORM
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21
	INVESTIGATOR BROCHURE or PACKAGE INSERT if using a commercial drug for an off label indication   Version/Date:       

 FORMCHECKBOX 
  Electronic version forwarded to Debra Stawbrich
	3(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22
	LABORATORY MANUAL    Version:        (Send a copy to Nancy Crenshaw)
	3(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23
	PHARMACY MANUAL         Version:       (Send a copy to Denise Wells-Johnson)
	3(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	24
	Other MANUAL:        Version:      
	3(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25
	PDQ POSTING LETTER
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26
	HIPAA DISCLOSURE FORM (Non-interventional only) DUA as applic.
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	27
	IRB REQUEST FOR EXEMPT FORM (Non-interventional only)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	28
	WAIVER OF INFORMED CONSENT (Non-interventional only)
	1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	29
	Other:      
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	30
	Other:      
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	31
	Other:      
	1(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



1. ( PLEASE SUBMIT THESE ELECTRONIC  ITEMS IN PDF FORMAT TO RRA COMMON SUBMISSION FOLDER

2. ALL FORMS REQUIRE ORIGINAL SIGNATURES 

3. Comments regarding this submission:      

Please be sure to provide all documentation.

Contact Julie Haney for an extension regarding pending items 

Failure to have a complete submission may result in approval delays

Administrative Office Use Only: DB Check 


CRC Assigned after SRC approval


IND #/holder added


CRPC Data/Stat Info; Decision Tab


NCG National chair- Author tab


Office Staff Initials:__________





_________________________________
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