This document is intended for the use of the DCP Consortia staff conducting cancer chemoprevention studies under contract with the NCI/DCP. ____________________________________________________________________________________________________________________

CHECKLIST FOR INITIAL SUBMISSION OF REGULATORY DOCUMENTS

	Institution Submitting Documents:
	 FORMCHECKBOX 

Consortium Lead Organization
(CLO)
	 FORMCHECKBOX 

Participating Organization
(PO)

	Protocol Number and Title: 
	     

	Date Submitted to CLO:
	     

	PO Institution Name:
	     

	Submitted By:
	     

	Date Received by CLO:
	     

	Received By:
	     


	A)
Investigator Documentation Global Form FDA 1572
	Yes
	No
	Comments

	Global Form FDA 1572 Received?
(If Principal Investigator (PI) holds PhD degree, at least one MD must be designated as a sub-investigator in Box #6 of the Global Form FDA 1572)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Signed by Consortium PI?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	      

	Lists all PIs at POs (and CLO if accruing)?
· List all PIs  noted on 1572:
(List all in comments section)
· Verify that the name of an Investigator listed on Global Form FDA 1572 matches the name on the professional license (if applicable) and curriculum vitae (CV)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
     
     

	Is the original, signed document?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Lists all clinical labs used for testing/analysis at POs (and CLO if accruing) as consistent with the protocol?
· List all labs noted on 1572:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
     

	FOR CLO USE ONLY:
Global Form FDA 1572 ready for submission to the Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	B)
Investigator Documentation Site-Specific Form FDA 1572
	Yes
	No
	Comments

	Site-Specific Form FDA 1572 Received?
(If PI holds PhD degree, at least one MD must be designated as a sub-investigator in Box #6)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	      

	Signed by site PI?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	      

	Lists all participating Investigators at site?
· List all Investigators noted on site-specific 1572:
(List all in comments section)
· Verify that the name of an Investigator listed on Site-Specific Form FDA 1572 matches the name on the professional license (if applicable) and CV
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
     
     

	Is the original, signed document?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Lists all clinical labs used for testing/analysis at site as consistent with the protocol?
· List all labs noted on site-specific 1572:
If No, list items pending:

(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
Site-Specific Form FDA 1572 ready for submission to the Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	C)
Curriculum Vitae 
	Yes
	No
	Comments

	Present for each Investigator listed on Site-Specific Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Signed and dated by Investigator, if applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Lists each Investigator’s affiliation with organization conducting the protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All CVs ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	D)
Financial Disclosure
	Yes
	No
	Comments

	Forms present for each Investigator listed on Site-Specific Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the original signed and dated document?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
Financial Disclosure Form(s) ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	E)
Human Subjects Protection Training
	Yes
	No
	Comments

	Present for each Investigator listed on Site-Specific Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Certificate may be issued by the Investigator’s academic institution or NIH. Certificate valid as indicated by month and year of certification? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


 FORMCHECKBOX 
N/A
	     

	FOR CLO USE ONLY:
Human Subjects Protection Training documentation ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	F)
Current Lab Certifications
	Yes
	No
	Comments

	Current CLIA and CAP Lab Certifications present for each lab listed on Site-Specific Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All Lab Certifications ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	G)
Lab Normal Values
	Yes
	No
	Comments

	List of current institutional Lab Normal Values present for each lab listed on Site-Specific Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Note-to-file present for all labs that do not hold CLIA/CAP certification?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All Lab Normal Values ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	H)
IRB/IEC Documentation - Approval/Protocol Versions
	Yes
	No
	Comments

	All DCP-PIO-approved Protocol Versions and amendments to date?
· List date (and version, if applicable) of Protocol Version, and date(s) of IRB approval(s):
· Has IRB approval been obtained from each IRB/IEC listed on Global FDA Form 1572?
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All IRB/IEC approvals of protocol ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	I)
IRB/IEC Documentation - Informed Consent
	Yes
	No
	Comments

	All Informed Consent versions to date?
· List date (and version, if applicable) of Informed Consent form, and date(s) of IRB/IEC approval(s):
If No, List items pending: 

(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All IRB/IEC approvals of Informed Consent form ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	J)
IRB/IEC Documentation - Advertisement/Recruitment Materials
	Yes
	No
	Comments

	All Advertisement/Recruitment materials to date?
· List date (if applicable) of materials and date(s) of IRB/IEC approval(s):
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All IRB/IEC approvals for Advertisement/Recruitment ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	K)
IRB/IEC Documentation - Written/Educational Materials
	Yes
	No
	Comments

	Written/Educational materials to be provided to the participant?

· List date (if applicable) of materials and date(s) of IRB/IEC approval:
If No, list items pending: 

(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
All IRB/IEC approvals for Written/Educational materials ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	L)
IRB/IEC Documentation - Investigator’s Brochure and Safety Reports
	Yes
	No
	Comments

	IRB/IEC acknowledgment of Investigator’s Brochure and (if applicable) any Safety Reports to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


 FORMCHECKBOX 
N/A
	     

	FOR CLO USE ONLY:
IRB/IEC acknowledgment of Investigator’s Brochure and/or Safety Reports ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	M)
Federal-wide Assurance (FWA) Number
	Yes
	No
	Comments

	FWA Number provided for each institution listed on Form FDA 1572?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
FWA Number Ready for submission to Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	N)
Professional License
	Yes
	No
	Comments

	Professional Licenses documented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
Professional Licenses ready for submission to the Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	O)
Delegation of Tasks Form
	Yes
	No
	Comments

	Delegation of Tasks documented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is each delegate’s signature present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	FOR CLO USE ONLY:
Delegation of Tasks Form ready for submission to the Regulatory Contractor?
If No, list items pending:
(List all in comments section)
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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