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APPENDIX B
Guidelines for Coverage Analysis Submission
Required documents:


Current protocol


Informed consent document in RUMC format


Sponsor budget

Itemized budget

Contract with grants and contract routing form


Billing plan


Billing grid that reflects schedule of events from study

Supporting documentation 
If the above documents are not submitted, the project will be returned to the Investigator.

I. Coverage analysis initiation

Responsible party:  Investigator
1. The investigator receives the proposed study and a grid is created that replicates the schedule of events. 

2. The investigator fills out the Research Billing Plan.

3. The investigator's study coordinator (or someone in the investigator's department) identifies all services that sponsor proposes to pay for with an S.  This person also identifies with an * any study service that has a charge greater than $350 (this symbol is a placeholder for some dollar amount threshold that will delineate between low-ticket services and more expensive services). 

4. The investigator reviews all services on the grid that are not marked with an S.  The investigator sorts all services into N or R.  
5. After the investigator has finished sorting all services, there is a preliminary grid that contains a code for each study-service -- S, R, N, and N*.   

6. For the N* services, the investigator must submit objective guidelines or medical literature that the N* service is either conventional care or being done for patient safety.  
7. For R services, the investigator must submit objective guidelines or medical literature in support of billing for these items or services.
8. The preliminary billing grid is sent to the RCTA.

II. RCTA review of Coverage Analysis

Responsible party:  RCTA Coverage Analyst
1. The coverage analyst does the following:
a) performs a qualifying clinical trial analysis and documents the results; 
b) double checks the S-codes; and
c) reviews all N*-services to ensure that there is solid foundation for the service being either conventional care or performed for patient safety and to determine if an NCD or LCD exists which excludes coverage. The coverage analyst will use objective material as evidence that has either been gathered from the investigator or researched by the analyst.  
d) Reviews all the R services (same analysis as above).
2. If the coverage analyst agrees with the investigator's N*, R  assignment, then the coverage analysis process is complete and the coverage analysis is sent back to the investigator for review and approval.
If the coverage analyst disagrees with the investigator, then the coverage analyst will meet with the investigator to discuss the coverage status of the service.  If after the meeting the analyst and investigator are not in agreement, then the RCTA (with input from the investigator) will send a query to the local Medicare Medical Director.  

III. Budget Development/Negotiation
Responsible Party:  RCTA or Department’s Finance Group

1.  
Once the coverage analysis process is complete, budget negotiation should be finalized with the sponsor.  The budget negotiations must coincide with the coverage analysis.
IV. Submission of study with corrected consent form to IRB
Responsible Party:  PI and/or Study Coordinator

1. Submission of study to IRB for review, note if informed consent changes are requested on draft coverage analysis, these changes must be included in the IRB submission.

V. Contract Execution

Responsible Party:  Sponsored Projects in the RCTA

1. After the study is IRB approved the informed consent, budget and coverage analysis are checked along with the contract and if all documents match, the contract is executed.
VI. Final Coverage Analysis

Responsible Party:  Coverage Analyst

1. Once the contract is executing, the Coverage Analyst issues the Coverage Analysis in Final format. 
VII. Study Initiation
Responsible Party:  Investigator or Study Coordinator

1. When the study is ready for enrollment, the billing grid must be followed to ascertain proper billing. 
VIII. Study amendments/contract amendments

Responsible Party:  Investigator or Study Coordinator 

1.
If the study requires modifications or the contract requires modifications, the same steps as above will be repeated for the proposed changes to the study.
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