
CONFIDENTIAL - NOT FOR EXTERNAL DISTRIBUTION


RESEARCH BILLING PLAN

ORA #: _________________

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 required1.  

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

Please describe:____________________________________________
     

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

Please describe: ____________________________________________

3.      Does the trial enroll patients with a diagnosed disease?
  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

Diagnosis: _______________________________________________

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 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#__________________________   

Is this a radiation study or other investigational item?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Please describe: _______________________________________

Please attach the FDA letter with the IND number or 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 
AHA           FORMCHECKBOX 
   Other:   ____________
 FORMCHECKBOX 
  Departmental policies and procedures for medical necessity:

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






 FORMCHECKBOX 
  Statement from professional organization (attached): 

Section E:





Schedule of Events Billing Worksheet

(See Appendix A for detailed description of billing codes).  Please list all items and/or services conducted during this clinical trial at each time point.  You can use this template or you may attach the protocol’s schedule of events for this with your billing codes noted.

Key:  
S= Paid by Sponsor


R=Research.  Conducted at Baseline, conducted for research purposes only or  
not being paid by sponsor at every occurrence. Falls outside of typical 
“conventional care,” therefore, requires documentation in subject’s medical 
record to support medical necessity to bill 
a third party payor in the context 
of a clinical trial.


N= Normal medical care (conventional care).


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


CL= Central labs.


NA= Not applicable (items or services required by the protocol but not 
funded, i.e. inclusion/exclusion review, concomitant drug documentation).

Schedule of Events (Example)
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1All communication/correspondence with the Fiscal Intermediary must be coordinated with the RCTA.
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