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Required Attachments- Submit to RCTA
Required Attachments:  

 FORMCHECKBOX 
   Protocol  


 FORMCHECKBOX 

Schedule of Events



 FORMCHECKBOX 
   Budget


 FORMCHECKBOX 
       Draft Contract 

 FORMCHECKBOX 
   Consent Form

 FORMCHECKBOX 
   
Grants and Contracts Routing Form

 FORMCHECKBOX 
    New Project Application
 FORMCHECKBOX 
    For drug studies, IND number: ___________________

 FORMCHECKBOX 
    For device studies, FDA letter with device number and category designation:

 FORMCHECKBOX 
    For device studies with subject billing, draft letter to Fiscal Intermediary and submit to RCTA

For Projects that fall into the following categories only Form J needs to be completed.

 FORMCHECKBOX 

Data collection
 FORMCHECKBOX 

Surveys
 FORMCHECKBOX 

Education
 FORMCHECKBOX 

Chart Review


 FORMCHECKBOX 

Student Projects

_____________________________


_________________
Principal Investigator Signature



Date








ORA #: _________________
Research Billing Plan
In order to bill Medicare for items or services related to a clinical trial, a clinical trial must meet certain criteria.  Medicare outlines three requirements and seven desirable characteristics that a trial must have in order to be a qualified clinical trial
.  Some trials are presumed to have the seven desirable characteristics and are automatically qualified (if they also have the three requirements) to receive Medicare coverage if they are funded by certain federal agencies or have an IND or IND exemption.  Additionally, there are regulations which allow certain items and services for device studies to be billed to Medicare.  For device studies, prior approval from the Fiscal Intermediary is required.(  

This Research Billing Plan will help facilitate and guide the investigator with developing an appropriate billing plan for conducting the clinical trial and will expedite the process in which your study will be reviewed.  All studies require such a plan.   Your assistance in filling out this form is greatly appreciated.
To be completed by Investigator
PI: ___________________________                                                   
Submission Date:  ______________ 

Title: ___________________________________________________________________
________________________________________________________________________
Sponsor:  _______________________________________________________________

Section A:

Qualifying Clinical Trial Determination
1. 
Is the subject or purpose of the trial an evaluation of an item or service that falls within a Medicare benefit category?


    

      
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
2. Does the trial have therapeutic intent?


           FORMCHECKBOX 
 Yes 
           FORMCHECKBOX 
 No
3.      Does the trial enroll patients with a diagnosed disease?
           FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
4. 
Do any of the following apply to this study?

 FORMCHECKBOX 

Trials funded by NIH, CDC, AHRQ, HCFA, DOD and VA;

 FORMCHECKBOX 

Trials supported by centers or cooperative groups that are funded by the 
above federal agencies;

 FORMCHECKBOX 

Trials conducted under an IND reviewed by the FDA

 FORMCHECKBOX 

Drug trials exempt from having an IND under 21 CFR 312.2(b)(1). 

 FORMCHECKBOX 

None of the above apply to this study. 

If your study is does not meet the above four criteria, please answer question number 5.
5.
Seven Desirable Characteristics as noted by Medicare.  

a.
The principal purpose of the trial is to test whether the intervention 




potentially improves the participants' health outcomes.
   
 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

b.
The trial is well-supported by available scientific and medical information or it 



is intended to clarify or establish the health outcomes of interventions already 


in common clinical use.   




           FORMCHECKBOX 
 Yes 
           FORMCHECKBOX 
 No

c.
The trial does not unjustifiably duplicate existing studies.

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

d.
The trial design is appropriate to answer the research question being asked in 

           the trial. 







 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

e.
The trial is sponsored by a credible organization or individual capable of 


          executing the proposed trial successfully.



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

f.
The trial is in compliance with Federal regulations relating to the protection of 


          human subjects.






 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No


g.
All aspects of the trial are conducted according to the appropriate standards 


          of scientific integrity. 





 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
If you answered No to any of these questions, Medicare billing is not allowed.

_______________________________________________________________________

Section B:

Is this an investigational drug study?  




 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Please list the agent or agents: ___________________________


Please list the IND# 
_________________________




Is this an investigational device study?




 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Please list the device: ____________________________

   
 Please list the IDE#__________________________   
Please attach the FDA letter with the IND number and device category designation.

Is the sponsor paying for the investigational drug or device?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
Section C:
Are any protocol activities billable services?



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
Are all billable activities covered by the sponsor? 



 FORMCHECKBOX 
 Yes  
  FORMCHECKBOX 
 No

Research Labs will be sent to:    FORMCHECKBOX 
 RUML      FORMCHECKBOX 
 Central Lab     FORMCHECKBOX 
 No labs for this study

Section D:

Specialty Practice Guidelines to support medical necessity or conventional care for this study include the following:

 FORMCHECKBOX 
   NCCN 
 FORMCHECKBOX 
   NCG
 FORMCHECKBOX 
   ASCO
 FORMCHECKBOX 
   Other:  _____________
 FORMCHECKBOX 
  Departmental policies and procedures for medical necessity:

 FORMCHECKBOX 
  Peer-reviewed journal article(s) (attached): 






 FORMCHECKBOX 
  Statement from professional organization (attached):





Schedule of Events Billing Worksheet
(See Appendix A for detailed description of codes)
Key:  
S= Paid by Sponsor


R=Conducted at Baseline. Not being paid by Sponsor at every occurrence. 

Falls outside of typical “conventional care” requires documentation in subject’s medical 
record to support medical necessity to bill a third party payor.

N= Normal medical care (conventional care).

N*= Normal medical care (conventional care) which costs greater than $350.00.  Also 
for off-label use of agents or devices.  All require supporting documentation to bill third 
party payors. 

CL= Central labs.

NA= Not applicable.
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Appendix A:

New Coverage Analysis Process for Studies in which the contract has not been executed (going forward)
Definitions for the Codes used in the Coverage Analysis Process:

1) S= Sponsor.

Paid for by sponsor or provided by sponsor at no charge and will be billed to a fund account (it does not matter if the item or service is conventional care—if the sponsor is paying, no third party payor can be billed). Items and services in this category represent activities the sponsor is funding, items and services specifically designated in the clinical trial agreement as reimbursed by the sponsor, items provided at no charge (study drugs or devices), and services specifically stated as provided for by the Sponsor in the Subject Information Sheet (Consent Form).
2) R= Research.  
Items or services in this category are conducted for research purposes and/or data collection and are not being paid for by the sponsor at every occurrence.  Items and services that fall into this category are also at Baseline and/or Screening.  These services typically fall out of the “norm” for conventional care.  In order to bill a third party payor for these items or services (clinical care), the investigator must document medical necessity in the subject’s medical record.   For example, if the study requires weekly chest x-rays and that is not normal conventional care, the weekly chest x-rays could not be billed to a third party. However, if the subject presents with a cough and fever, a chest xray could be billed to the third party payor, providing the PI documented medical necessity in the subject’s medical record.

3) N=Normal medical care (conventional care), medical necessity or conducted for patient safety.  
This is the type of care that would be provided for the patient regardless if they were on a clinical trial.  In order to bill Medicare and other third party payors for these items and/or services, the following must occur:  
a) the sponsor is not paying for these items; and

b) the investigator documents medical necessity in the patient’s medical record.  

Examples of this type of care include the provision of standard drugs used as indicated and labs (CBC’s) done weekly on a patient receiving myelosuppressive chemotherapy or post operative patients.
4) N*= Normal medical care (conventional care), medical necessity requiring supporting documentation.
Same definition as above, however, these items and services require supporting documentation/literature to show they meet the conventional care definition or are conducted for patient safety.  The items noted as N* cost greater than $350.00 or could be an off-label use of an agent or agents or devices.  The supporting documentation includes practice guidelines, journal articles, etc.  

Supporting Documentation for Category N*
At times articles are required to support Medicare reimbursement of certain items and services.  Areas which require supporting documentation include “off-label” use of medications, and various treatments and/or procedures that are being evaluated in using a different methodology. Please provide the following articles to the RCTA.

· Is authoritative medical literature available to support the off-label use, i.e., full text, peer-reviewed publications that demonstrate efficacy and/or effectiveness? Articles should be methodologically sound publications demonstrating valid results rather than case reports, opinions, book chapters or abstracts. 

· Is there other evidence of broad scientific support? 

· Is the use an accepted standard of medical practice? It should be noted that acceptance by individual health care practitioners, or even a limited group of health care practitioners normally does not indicate general acceptance by the medical community. Testimonials indicating such limited acceptance, and limited case studies distributed by sponsors with financial interest in the outcome, are not sufficient evidence of general acceptance by the medical community. The broad range of available evidence must be considered and its quality must be evaluated before a conclusion is reached.

5)  CL= Central labs

Labs in which the sponsor is paying for and requesting blood samples sent to a lab      other than RUMC.


6)  NA= Not applicable.

Items or services that cannot be billed but are part of the study and are on the schedule       of events (SOE), such as “informed consent” and “documentation of concomitant medications.”
Additionally, for baseline/screening services, the code used will be “R” unless the sponsor is paying for the item or service.  If the sponsor is paying for the item or service, an “S” will be used. 
Appendix B:

Centers for Medicare & Medicaid Services Background Information

The National Coverage Decision for Routine Costs for Clinical Trials 

Clinical trials are research studies designed to evaluate the safety and effectiveness of medical care. They are key to understanding the appropriate use of medical interventions of all types and informing payers about what services to cover. Previously, Medicare has not paid for items and services related to clinical trials because of their experimental nature. As a result, only a very small percentage of American seniors participate in clinical trials, although the elderly bear a disproportionate burden of disease in the United States.

On June 7, 2000, the President of the United States issued an executive memorandum directing the Secretary of Health and Human Services to "explicitly authorize [Medicare] payment for routine patient care costs...and costs due to medical complications associated with participation in clinical trials." In keeping with the President's directive, CMS is engaged in defining the routine costs of clinical trials and identifying the clinical trials for which payment for such routine costs should be made.

On July 10, 2006, CMS opened a reconsideration of its national coverage determination on clinical trials. The purpose of the reconsideration is to further refine the policy to rename it the Clinical Research Policy (CRP). to address several ambiguities, including the link between the CRP and the Coverage with Evidence Development concept, and the authority to allow the Agency to pay for the costs of limited investigational items.

What is a Fiscal Intermediary ?
Medicare fiscal intermediaries (FIs) are private insurance companies that serve as agents for the federal government in the administration of the Medicare program. This includes reimbursement review, medical coverage review and payment of claims.  The Fiscal Intermediary can write local coverage decisions, called LCD’s.  The Fiscal Intermediary cannot override a National Coverage Decision.  The Fiscal Intermediary for Illinois is AdminaStar  Federal and the Medical Director is Dr. Baer.  For all Investigational device studies which do not fall under Medicare's National Coverage Decision for Routine Costs for Clinical Trials, prior approval must be obtained from the Fiscal Intermediary before any Medicare billing can occur. 


 All communication/correspondence with the Fiscal Intermediary must be coordinated with the RCTA.

( All communication with the Fiscal Intermediary must go through the RCTA.  


 Taken from LCD for Off-Label Use of Non-Oncology Drugs and Biologics (L18713), AdminaStar Federal, Inc.
Appendix C:

New Process
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. 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.  

2. If the coverage analyst agrees with the investigator's N* assignment, then the coverage analysis process is complete and the coverage analysis is sent back to the investigator for signatures.

3. 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 coincide with the coverage analysis.
IV. Submission of study with corrected consent for to IRB
Responsible Party:  PI and/or Study Coordinator

1. Submission of study to IRB for review.

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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