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at least annually for multiple source 
drugs and triennially for all other 
drugs, the agency must make the fol-
lowing findings and assurances: 

(1) Findings. The agency must make 
the following separate and distinct 
findings: 

(i) In the aggregate, its Medicaid ex-
penditures for multiple source drugs 
are in accordance with the established 
upper limits. 

(ii) In the aggregate, its Medicaid ex-
penditures for all other drugs are in ac-
cordance with § 447.512 of this subpart. 

(2) Assurances. The agency must 
make assurances satisfactory to CMS 
that the requirements set forth in 
§ 447.512 of this subpart concerning 
upper limits and in paragraph (b)(1) of 
this section concerning agency findings 
are met. 

(c) Recordkeeping. The agency must 
maintain and make available to CMS, 
upon request, data, mathematical or 
statistical computations, comparisons, 
and any other pertinent records to sup-
port its findings and assurances. 

[72 FR 39239, July 17, 2007, as amended at 75 
FR 69597, Nov. 15, 2010] 

§ 447.520 FFP: Conditions relating to 
physician-administered drugs. 

(a) No FFP is available for physician- 
administered drugs for which a State 
has not required the submission of 
claims using codes that identify the 
drugs sufficiently for the State to bill 
a manufacturer for rebates. 

(1) As of January 1, 2006, a State 
must require providers to submit 
claims for single source, physician-ad-
ministered drugs using Healthcare 
Common Procedure Coding System 
codes or NDC numbers in order to se-
cure rebates. 

(2) As of January 1, 2008, a State 
must require providers to submit 
claims for the 20 multiple source physi-
cian-administered drugs identified by 
the Secretary as having the highest 
dollar value under the Medicaid Pro-
gram using NDC numbers in order to 
secure rebates. 

(b) As of January 1, 2007, a State 
must require providers to submit 
claims for physician-administered sin-
gle source drugs and the 20 multiple 
source drugs identified by the Sec-
retary using NDC numbers. 

(c) A State that requires additional 
time to comply with the requirements 
of this section may apply to the Sec-
retary for an extension. 
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§ 455.1 Basis and scope. 
This part sets forth requirements for 

a State fraud detection and investiga-
tion program, and for disclosure of in-
formation on ownership and control. 

(a) Under the authority of sections 
1902(a)(4), 1903(i)(2), and 1909 of the So-
cial Security Act, Subpart A provides 
State plan requirements for the identi-
fication, investigation, and referral of 
suspected fraud and abuse cases. In ad-
dition, the subpart requires that the 
State— 

(1) Report fraud and abuse informa-
tion to the Department; and 

(2) Have a method to verify whether 
services reimbursed by Medicaid were 
actually furnished to recipients. 

(b) Subpart B implements sections 
1124, 1126, 1902(a)(36), 1903(i)(2), and 
1903(n) of the Act. It requires that pro-
viders and fiscal agents must agree to 
disclose ownership and control infor-
mation to the Medicaid State agency. 

(c) Subpart C implements section 1936 
of the Act. It establishes the Medicaid 
Integrity Program under which the 
Secretary will promote the integrity of 
the program by entering into contracts 
with eligible entities to carry out the 
activities of subpart C. 

[51 FR 34787, Sept. 30, 1986, as amended at 72 
FR 67655, Nov. 30, 2007] 

§ 455.2 Definitions. 
As used in this part unless the con-

text indicates otherwise— 
Abuse means provider practices that 

are inconsistent with sound fiscal, 
business, or medical practices, and re-
sult in an unnecessary cost to the Med-
icaid program, or in reimbursement for 
services that are not medically nec-
essary or that fail to meet profes-
sionally recognized standards for 
health care. It also includes recipient 
practices that result in unnecessary 
cost to the Medicaid program. 

Conviction or Convicted means that a 
judgment of conviction has been en-
tered by a Federal, State, or local 
court, regardless of whether an appeal 
from that judgment is pending. 

Credible allegation of fraud. A credible 
allegation of fraud may be an allega-
tion, which has been verified by the 
State, from any source, including but 
not limited to the following: 

(1) Fraud hotline complaints. 
(2) Claims data mining. 
(3) Patterns identified through pro-

vider audits, civil false claims cases, 
and law enforcement investigations. 
Allegations are considered to be cred-
ible when they have indicia of reli-
ability and the State Medicaid agency 
has reviewed all allegations, facts, and 
evidence carefully and acts judiciously 
on a case-by-case basis. 

Exclusion means that items or serv-
ices furnished by a specific provider 
who has defrauded or abused the Med-
icaid program will not be reimbursed 
under Medicaid. 
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