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RCRI Request for Proposal



Thank you for the opportunity to bid on your project.
Please select the services and provide as much detail as possible so we may create an accurate estimate for you.  Please e-mail or fax this completed RFP to RCRI, at RCRIProposals@rcri-inc.com / (952) 844-6518.  Please call 952-746-8080, and reference the request for proposal, if you have any questions or would like to complete this form together.

	1. Project Information

	RFP Completion Date:  
	     

	Proposal Due Date:
	        (please allow 10 business days)

	Company Name:
	     

	Contact Name:
	     
	Contact Title:
	     

	Contact Mailing Address:  
	     
     


	Contact Phone:
	     
	Contact Email:
	     

	Company Revenue:
	 FORMCHECKBOX 
0 - $1 million  FORMCHECKBOX 
$1 – $500 million  FORMCHECKBOX 
$500 million - $1 billion  FORMCHECKBOX 
Over $1 billion

 FORMCHECKBOX 
VC / Unpublished

	Study Type/Phase:
	 FORMCHECKBOX 
 Feasibility / Pilot        

 FORMCHECKBOX 
 Pivotal    
	 FORMCHECKBOX 
 Post-Market

 FORMCHECKBOX 
 Registry
	 FORMCHECKBOX 
 Human Factors

 FORMCHECKBOX 
 CLIA Waiver
	Other (list):      

	Regulatory Path:
	 FORMCHECKBOX 
 IDE      FORMCHECKBOX 
 510(k)      FORMCHECKBOX 
 PMA      FORMCHECKBOX 
 HDE      FORMCHECKBOX 
 Other (specify):      

	Study Title:
	     

	Study Product Name:
	     
	Indication:
	     

	Study Product Description:
	     

	Study Product Type:      FORMCHECKBOX 
 Device      FORMCHECKBOX 
 Drug      FORMCHECKBOX 
 Drug/Device      FORMCHECKBOX 
 In Vitro Diagnostic      FORMCHECKBOX 
 Biologic

	2. Study Timelines

	Study Start-Up Date:
	     

	First Patient First Visit Date:
	     

	Enrollment Duration:
	        (months)

	Treatment / Follow-Up Duration:
	        (months)

	3. Study Assumptions

	Estimated Number of Sites:
	U.S.:          Canada:          EU:         Other (list):       

	Estimated Number of Patients:
	     

	Estimated Number of Unique CRF Pages:
	     

	Estimated Number of CRFs Pages / Patient:
	     

	Method of Randomization:
	 FORMCHECKBOX 
Paper (envelopes)   FORMCHECKBOX 
Central Call-In   FORMCHECKBOX 
Remote 

	Number of Investigator Meetings:
	     

	Number of RCRI / Client Teleconferences:
	        per month

	Number of RCRI / Client Face-To-Face Meetings:
	        per year

	Number of Core / Central Labs:
	     

	Total Number of On-Site Site Initiation Visits:
	     

	Total Number of Telephone Site Initiation Visits:
	     

	Number of Interim Monitoring Visits per Site:
	     

	Total Number of Close-Out Visits:
	     

	Anticipated Number of Serious Adverse Events:
	     

	Number of Site Audits:
	     

	Frequency of Study Progress Reports:
	     


	4. Study Document Preparation 
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	We are requesting that RCRI:
	Comments

	
	RCRI
	Sponsor
	
	

	Protocol 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Develop

 FORMCHECKBOX 
 Review and Comment
	     

	Sample Size Calculation / Estimation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	NA
	     

	Statistical Analysis Plan 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Develop

 FORMCHECKBOX 
 Review and Comment
	     

	Case Report Form 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Develop

 FORMCHECKBOX 
 Review and Comment
	     

	Informed Consent Form
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Develop

 FORMCHECKBOX 
 Review and Comment
	     

	Clinical Monitoring Plan  Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Financial Disclosure Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Investigator Contract Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Study Budget Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Project Plan Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Randomization Plan Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Development of Other Study Documents

(Investigator’s Brochure, Instructions For Use, Core Lab Guideline, Recruitment Material, Randomization Instructions, SAE Reporting Guideline, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Development of Regulatory Binder Documents

(Device Accountability Log, Screening/Enrollment Log, Personnel Signature Log, Site Visit Log, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     


	Development of Regulatory Binders
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Distribution of Regulatory Binder to Site(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Case Report Form Binder Printing Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Patient Instruction Manual Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	Newsletter Development and Distribution
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	Frequency:      

	Reimbursement Binder Preparation (IDE Only)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     


	5. Study Set-Up, Initiation, and Management
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Trial Master File/Central File Set-Up & Maintenance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Site Identification
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Site Qualification / Pre-Study Site Visit(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Site Qualification / Pre-Study Phone Call(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	IRB/EC Application Assistance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Regulatory Document Collection

(CVs, Medical Licenses, Financial Disclosure Forms, IRB Approval Documents, Informed Consent Form, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Clinical Trial Budget Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Investigator Contract Negotiation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Investigator Meeting Preparation and Participation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Site Payment Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Frequency of Payments:       

	Core / Central Lab Identification
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Core / Central Lab Qualification Visit(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Core / Central Lab Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Monitoring

	Site Initiation Visit(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Interim Monitoring Visit(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Study Close-Out Visit(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Investigator Site Audits
	#      
	#      
	     


	6. Data Management
	 FORMCHECKBOX 
 Section Not Applicable

	Database Development Activities:
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Database Development and Validation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If RCRI to Develop & Validate Database:
	
	
	

	Part 11 Compliance Required
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	     

	Electronic/Remote Data Capture
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	     

	Programmed Study Progress Reports
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	     

	Sponsor Access to Data
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	     

	UB04 / CMS 1500 Database Development
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	     

	Data Management Activities:
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Data Entry
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Not Applicable – RDC/EDC Database

	DCF / Query Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Not Applicable – RDC/EDC Database

	UB04/CMS1500 Form Collection and Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	7. Safety Surveillance and Reporting 
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Safety Management Plan Development and Maintenance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	UADE Regulatory Authority Reporting
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	SAE Tracking / Safety Event Management
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	CEC Plan Generation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	CEC Member Identification
	#      
	#      
	     

	CEC Meeting Preparation
	#      
	#      
	     

	CEC Meeting Participation
	#      
	#      
	     

	DSMB Plan Generation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	DSMB Member Identification
	#      
	#      
	     

	DSMB Meeting Preparation
	#      
	#      
	     

	DSMB Meeting Participation
	#      
	#      
	     

	DSMB Statistical Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	8. Data Analysis and Clinical Report Generation
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Interim Data Analysis
	
	
	

	Reason for Analysis:
	 FORMCHECKBOX 
 DSMB      FORMCHECKBOX 
 Stop Trial      FORMCHECKBOX 
 Other, Specify:      

	Number of Interim Analyses:
	 

	Interim Analysis and Clinical Study Report Activities:
	
	
	

	Draft Template / Table Shells
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Generate Tables / Analysis / Statistical Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Write Interim Clinical Study Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Interim Clinical Report Submission
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Annual Report Activities:
	
	
	

	Number of Annual Reports:
	     

	Draft Template / Table Shells
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Generate / Populate Tables
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Write Annual Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Annual Clinical Report Submission
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Final Analysis and Clinical Study Report Activities:
	
	
	

	Draft Template / Table Shells
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Generate Tables / Analysis / Statistical Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Write Final Clinical Study Report
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Final Clinical Report Submission
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	9. Audit Services
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	GLP Audit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	GMP Audit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Investigational Site Audit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Sponsor Pre-BIMO Audit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Part-11 Audit
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Quality System Audit and Preparation for Certification/FDA Inspection
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	10. Quality Systems Support
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	New Quality System Development and Implementation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Quality System Training
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Standard Operating Procedure(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	We are requesting that RCRI:

 FORMCHECKBOX 
 Develop

 FORMCHECKBOX 
 Review and Comment


	11. Regulatory Support
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	We are requesting that RCRI:

	
	RCRI
	Sponsor
	

	Regulatory Strategy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare
	 FORMCHECKBOX 
 Review

	Pre-IDE Submission Package
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	Original Submission
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	Supplements/Amendments Submissions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	Annual Report Supplements/Amendments Submissions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	European Union Original Design Dossier/Technical File
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	European Union Change Notification for Design Dossier/Technical File
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 
 Prepare

 FORMCHECKBOX 
 Compile
	 FORMCHECKBOX 
 Review

 FORMCHECKBOX 
 Submit

	Other Regulatory Support (as defined by sponsor)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	List Requested Services:

     


	12. Reimbursement and Health Economics
	 FORMCHECKBOX 
 Section Not Applicable

	Activity
	Responsibility
	Comments

	
	RCRI
	Sponsor
	

	Coverage, Coding, and Payment Assessment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Reimbursement Strategy Development
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Reimbursement Strategy Implementation:

 FORMCHECKBOX 
 Physician Advocacy Development

 FORMCHECKBOX 
 Publication Plan Development

 FORMCHECKBOX 
 Code Application(s)

 FORMCHECKBOX 
 Insurance Coverage Advocacy
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	     

	Health Economic Analysis
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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