
42 C.F.R. § 402.308
Waivers of exclusions.

(a) Basis. Section 1128(c)(3)(B) of the Act specifies that in the case of an exclusion from participation in the
Medicare program based upon section 1128(a)(1), (a)(3), or (a)(4) of the Act, the individual may request
that CMS present, on his or her behalf, a request to the OIG for a waiver of the exclusion.

(b) Definitions. For purposes of this section:

Excluded person has the same meaning as a “person” as defined in § 402.3 who meets for the purposes of this
subpart, the definition of the term “exclusion” in § 402.3.

Hardship for purposes of this section means something that negatively affects Medicare beneficiaries and results
from the imposition of an exclusion because the excluded person is the sole community physician or sole source
of essential specialized services in the Medicare community.
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