UCHC FLOW DIAGRAM FOR ASSESSING MEDICARE
QUALIFICATIONS FOR PAYMENT FOR
CLINICAL TRIALS

4 ) 4 )
e Does the trial evaluate an item or service Is the trial:
that falls within a Medicare benefit category & Funded by NIH, CDC, AHRQ, CMS, DOD, VA,
is not statutorily excluded from coverage OR
AND Supported by centers or cooperative groups
e Does the trial have THERAPEUTIC INTENT YES TO ALL funded by NIH, CDC, AHRQ, CMS, DOD, or VA,
(is not designed exclusively to test toxicity or OR
disease pathophysiology) P Conducted under an IND reviewed by the FDA,
AND OR
® Does the trial enroll patients with IExempt from having an IND under 21CFR 312.2?
diagnosed disease rather than healthy Self Certified ?
volunteers? (Trials of diagnostic Qualify under Coverage with Evidence
interventions may enroll healthy patients as Development, CED?
control group) NO TO ALL
\ \. J

NO TO ONE YES TO ONE

PROJECT DOES NOT
QUALIFY FOR

MEDICARE NCD TRIAL QUALIFIES UNDER

MEDICARE NCD

ROUTINE COSTS
INCLUDE

ROUTINE COSTS DO

NOT INCLUDE
4 N\
MAY bill Medicare for:
Routine costs of a clinical trial when involved
services and items are otherwise available to
Medicare beneficiaries (i.e., there exists a \ 4
benefit category, it is not statutorily excluded, 4
and there is no national non-coverage MAY _NOT bill Medicare for:
decision.. 1. The investigational drug, device or procedure itself, (unless it it
Routine Costs of a Clinical Trial include covered outside of research); or
services or items: 2. Items and services provided SOLELY to satisfy data collection
1. Typically provided absent a clinical trial; and analysis needs and not used in direct clinical
management; or
2. Required solely for the provision of the 3. Items and services customarily provided by the sponsor without
investigational item or service, charge; or
clinically appropriate monitoring of 4. Items and services for which sponsor has specifically paid or
the effects and/or complications; provided; or
and 5. Items and services for which there is no Medicare benefit
3. Needed for reasonable and necessary care category; or
arising from the provision of an 6. Items and services that are noncovered because they are
investigational item or service, in statutorily excluded or fall under a national noncoverage
particular for the diagnosis or policy
treatment of complications \.
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