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r OV ErYiEw 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 wery small percentage of American seniors participate in clinical
trials, although the elderly bear a disproportionate burden of disease in the United States, Browse B‘sﬂ' Subject
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* Deemed Trials.

Some trials are considered automatically deemed as having desirable
characteristics. They include:

Effective September 19, 2000

- Trials funded by the National Institutes of Health (NI1H),
Centers for Disease Control and Prevention (CDC), Agency
for Healthcare Research and Quality (AHRQ), CMS,
Department of Defense (DOD), and Department of Veterans
Affairs (VA);

- Trials supported by centers or cooperative groups that are
funded by the NIH, CDC, AHRQ, CMS, DOD and VA;

- Trials conducted under an investigational new drug
application (IND) reviewed by the Food and Drugs
Administration (FDA);

etc

Medicare Coverage Clinical Trial Program Memorandum
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Routine costs DO include (and are therefore covered):

* Items or services that are typically provided absent a
clinical trial (e.g., medically necessary conventional care);

" Items and services required for the provision of the
Investigational item or service (e.g., administration of a
non-covered chemotherapeutic agent),

" Items and services required for the clinically appropriate
monitoring of the effects of the item or service, or the
prevention of complications; and

" Items and services that are medically necessary for the
diagnosis or treatment of complications arising from the
provision of an investigational item or service.

Medicare Coverage Clinical Trial Program Memorandum
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