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[bookmark: _Hlk514320164]SECTION 1: GENERAL INFORMATION 

1. A.   Overview of Document Information 
Please indicate type of submission:    Concept      Revised Concept	 New Protocol	Revised Protocol	Amendment 	Other 

Research Base Concept/Protocol No.: ________________________________ If new protocol submission, indicate the Concept number:______________

Study Title: _______________________________________________________________________________________________________________________

_________________________________________________________________________________________________________________________________

Name of Research Base: __________________________________________		NCI Institution Code:________________________________________

Study Chair Name: ______________________________________________		NCI Investigator No.: ________________________________________

Study Chair Phone: (____) ________________________________________  		Study Chair Email: __________________________________________

Study Coordinator Name: _____________________________E-mail: ____________________	Phone No.: (_____)___________________________

Will this study be in RSS?  Yes    No	CTSU?  Yes    No	    OPEN?  Yes    No              RAVE?    Yes    No

Is this study monitored by a Data Monitoring Committee?  Yes    No



1. B.  Funding Information
Is this study supported by a federally funded grant?    Yes 	 No 	Grant Number: ______________________
Is this study supported by a non-federally funded grant (PCORI, ACS, etc.)?    Yes 	 No	Please specify: __________________________

BIQSFP STUDY APPLICATION
a) Is a BIQSFP application being submitted in conjunction with this concept for an INTEGRAL study(ies) ?  If a BIQSFP application is being submitted with the concept, the information on the investigational integral study(ies) should be provided in the application and not in this concept form. 
Yes ☐ No ☐  
b) Will an INTEGRATED BIQSFP study application be submitted in conjunction with this concept?    
 	Yes ☐ No ☐  
If so, please identify each proposed integrated study assay/test/assessment/instrument _______________________________________________________________. 
The completed BIQSFP integrated study application packet must be received by the DCP PIO within 3 months of official notification of parent concept approval.

 

1. C.  Study Type and Phase
 
  Interventional               Observational           

Study Phase (check one)    Pilot       1	   2	 2/3 	 3        N/A  		

Is this study randomized?   Yes 	   no      

Does this study have a blinded component to it?  Yes 	 no 
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SECTION 1: GENERAL INFORMATION (CONTINUED)

1. D.  Primary Purpose (Choose one)				
	
 Treatment: Treatment of in-situ disease.	

 Prevention: protocol designed to assess one or more interventions aimed at preventing the development of a specific disease or health condition
		      
 Diagnostic: One or more interventions are being evaluated for identifying a disease or health condition.

 Supportive Care: One or more interventions are evaluated for maximizing comfort, minimizing side effects, or mitigating against a decline in the participant's health or function. 

 Screening: One or more interventions are assessed or examined for identifying a condition, or risk factors for a condition, in people who are not yet known to have the condition or risk factor.
														
 Other: None of the other options applies.  

NOTE:  For Cancer Care Delivery Research, use the separate form, Cancer Care Delivery Research (CCDR) Studies NCI Community Oncology Research Program (NCORP) Document Submission Worksheet v1.1

1. E. Secondary Purpose (Choose one or more):

 Treatment: Treatment of in-situ disease

 Prevention: protocol designed to assess one or more interventions aimed at preventing the development of a specific disease or health condition

 Diagnostic: protocol designed to evaluate one or more interventions aimed at identifying a disease or health condition 

 Supportive Care: protocol designed to evaluate one or more interventions where the primary intent is to maximize comfort, minimize side effects or mitigate against a decline in the subject's health or function. In general, supportive care interventions are not intended to cure a disease

 Screening: protocol designed to assess or examine methods of identifying a condition (or risk factors for a condition) in people who are not yet known to have the condition (or risk factor)

 Mechanisms/Biomarkers: Analyses of data (often biomarkers) that will provide insights to underlying biology of the condition and/or mechanisms of action of the intervention (agent, device or behavioral intervention).


 Other, specify________________________      
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SECTION 1: GENERAL INFORMATION (CONTINUED)

1.F.  Specify the Agent(s) to be used in this Study:                         Is an IND required?  Yes   No

	Agent 
Name
	Request for
NCI/DCP
distribution?
	Is the agent Investigational?
	IND 
Number
	IND 
Holder
	If IND exempt, enter IND Exempt Number
	NSC No.
(NSC Numbers must be provided if agent is Investigational)
	Placebo Controlled?

	
	 yes   no
	 yes   no
	
	  DCP    Site
  Investigator
  Company
  Other (Specify):
 		
	
	
	 yes   no

	
	 yes   no
	 yes   no
	
	  DCP    Site
  Investigator
  Company
  Other (Specify):
 		
	
	
	 yes   no



1. G.  Specify Device(s) to be used in this study:                                        Is an IDE required?  Yes    No

		Device Brand Name
	Device Common Name
	Is the device investigational?
	IDE Number 
	IDE Holder
	
IDE Exempt?

	
	
	
	
	
	

	
	
	
	
	
	







1. H.  Study Disease/Organ:

          Phase 2 and 3 studies (specify the Name and Code of the Study Disease below):
	Disease Name
	Disease Code

	
	

	
	



  Disease-Specific




Specify Target Organ: _______________________


1. I.  Study Age Population (specify in years):

Lower Age Limit: _________________	Upper Age Limit: _________________
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SECTION 2: SUBGROUP CODE INFORMATION The information requested in this section is for protocols only.

A subgroup (stratum) code is a unique patient characteristic that will be utilized to uniformly group patients/clinician/organization/system for separate analysis or intervention. Please provide the following Subgroup Identification Code(s) and Subgroup Description(s), if subgroups are specified in the protocol. 
Subgroup Identification Code: Each subgroup should have a unique identification code. Please provide a code for each subgroup. Subgroup codes should be limited to a maximum of 10 characters (alpha and/or numeric). If a study has only a single subgroup then all patients will be entered on subgroup “SG1”. 
Subgroup Description: Patients are stratified by either disease or other classification (example: prior therapy, age). If by disease, indicate what disease(s) will be included in each subgroup. Use Medical Dictionary for Regulatory Activities (MedDRA) codes. Example Subgroup Description: Patients with previously untreated gliomas.
	
	Subgroup Identification Code
	Description

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	







SECTION 3: GENDER AND MINORITY ACCRUAL ESTIMATES
Ethnic Categories:	Hispanic or Latino – a person of Cuban, Mexican, Puerto Rico, South or Central American, or other Spanish culture or origin, regardless of race. The term “Spanish origin” can also be used in addition to “Hispanic or Latino.”
Not Hispanic or Latino

Racial Categories:	American Indian or Alaskan Native – a person having origins in any of the original peoples of North, Central, or South America, and who maintains tribal affiliations or community attachment.
Asian – a person having origins in any of the original peoples of the Far East, Southeast Asia, or the Indian subcontinent including, for example, Cambodia, China, India, Japan, Korea, Malaysia, Pakistan, the Philippine Islands, Thailand, and Vietnam
Black or African American – a person having origins in any of the black racial groups of Africa. Terms such as “Haitian” or “Negro” can be used in addition to “Black or African American.”
Native Hawaiian or other Pacific Islander – a person having origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific Islands.
White – a person having origins in any of the original peoples of Europe, the Middle East, or North Africa.

Enter actual estimates, whole numbers only (percentages, fractions, or decimals are not acceptable). The total provided for Ethnicity must match the total given for Race.


(SECTION 3 IS CONTINUED ON NEXT PAGE)
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SECTION 3: GENDER AND MINORITY ACCRUAL ESTIMATES (CONTINUED)


Planned Accrual:
 
DOMESTIC PLANNED ENROLLMENT REPORT
	Racial Categories
	Not Hispanic or Latino: 
Female
	Not Hispanic or Latino:
 Male
	Hispanic or 
Latino:
Female
	Hispanic or 
Latino:
Male
	Total

	American Indian/Alaska Native
	
	
	
	
	

	Asian
	
	
	
	
	

	Native Hawaiian or Other Pacific Islander
	
	
	
	
	

	Black or African American
	
	
	
	
	

	White 
	
	
	
	
	

	More Than One Race
	
	
	
	
	

	Total
	
	
	
	
	



INTERNATIONAL (including Canadian participants) PLANNED ENROLLMENT REPORT
	Racial Categories
	Not Hispanic or Latino: 
Female
	Not Hispanic or Latino: 
Male
	Hispanic or 
Latino:
Female
	Hispanic or 
Latino:
Male
	
Total

	American Indian/Alaska Native
	
	
	
	
	

	Asian
	
	
	
	
	

	Native Hawaiian or Other Pacific Islander
	
	
	
	
	

	Black or African American
	
	
	
	
	

	White 
	
	
	
	
	

	More Than One Race
	
	
	
	
	

	Total
	
	
	
	
	




Accrual Rate:  _____ pts/month  		Total Expected Accrual: ______ Min ______Max  
  
Projected Start Date: _____________  		Projected End Date: ______________	             

Anticipated Primary Completion Date: ______________   

 (Primary Completion Date Definition: The date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical trial concluded according to the pre-specified protocol or was terminated.)


NCI Community Oncology Research Program (NCORP) 
Clinical Trials Document Submission Worksheet v3.2

SECTION 4: TREATMENT ASSIGNMENT CODE INFORMATION 

Please include agent name, dose, route, duration, and schedule (i.e., Cure-all 150mg PO QD x 4 weeks, every 28 days).
	
	Treatment Assignment Code
	Description

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	


If additional space is required, please include as an attachment.




SECTION 5: PERSON COMPLETING WORKSHEET Provide the following information 


Print Name					Phone No.					Email Address


____________________________________________________________________________________________________________________________________
Signature (not required for electronic submissions)		Date
