CTMM/CA Determination Checklist
Protocol Evaluation 

	IRB #
	
	     
	
	Department
	
	

	
	
	
	
	
	
	

	Study Title
	
	
	

	
	
	
	

	Sponsor:  Type   ( Investigator Initiated   ( Industry     (Government    (Cooperative Group  ( Other                                   
                              Name _____________________________________________________________________
Funding Source: WBS#   ________________________                 
                               CC #     ________________________
                               MXH#  ________________________


	Phase
	
	( I   
( II 
( III
( IV
(Other, Specify
	
	Type

	Drug  ( Yes ( No                                Device   ( Yes  ( No
IND    ( Yes  ( No                                  IDE        ( Yes  ( No
IND # ____________                          IDE #  _____________
                                                            Implant  ( Yes ( No

______________________________

	

	
	
	Principal Investigator                                     Coordinator

	

	Phone Number:
	
	402-XXX-XXXX                                            402-XXX-XXXX                                             
	

	E-Mail:
	
	@unmc.edu                                                      @unmc.edu
	                    

	
	
	
	

	Medicare Qualifying Trial (MQT) Questions
	

	     ( YES

     (  NO
     (  N/A
	
	Study is a MQT and routine costs may be billed to insurance

Study is not a MQT and no costs except the diagnosis and treatment of adverse events can be billed to insurance.
Study does not fall within the purview of NCD 310.1  
	

	YES   NO

 (     (    Tests or procedures will be performed at UNMC, and/or Nebraska Medicine facilities or clinics
 (     (    Tests or procedures will be performed at facilities other than UNMC and/or Nebraska Medicine

                facilities or clinics
 (     (    Fees will be billed by Nebraska Medicine 

 (     (    Waiver of Fees have been requested in writing to CRC review committee per UNMC / Nebraska 
                Medicine policy. 
                                               Waiver:  ( Received     ( Pending     ( Denied ______________________



Shaded areas to be completed by Compliance Sr. Analyst/Clinical Trials Analyst
	Is a Clinical Trial Master Matrix (CTMM) required for this study?                ( Yes                      ( No

	Is a Coverage Analysis (CA) required for this study?                                 ( Yes                      ( No

	Rationale:

Study Documents reviewed include, but are not limited to:  Study Protocol, Informed Consent Document, Draft Budget,   

                                                                                     Investigator’s Brochure
Questions resulting from the review were submitted to the PI/Coordinator and answered in a timely manner. Lab work will be performed at ( NMC clinical Lab  ( Research Lab   (Central Lab    (Other (specify)__________________________
Patient Compensation: ________________________________________________________________________________

	

	Signature

          Grace L. Videtich, Compliance Sr. Analyst or Katie Penas,  Clinical Trials Analyst
	Date

               XX/ XX /2017
                   MM/DD/YYYY
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