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42 CFR Ch. IV (10–1–12 Edition) Pt. 421 

(l) Maintenance of records—(1) CMS re-
tains records related to the administra-
tion of the suggestion program in ac-
cordance with 36 CFR part 1228 (the 
regulations for the National Archives 
and Records Administration). 

(2) CMS does not disclose informa-
tion submitted under the suggestion 
program, except as required by law. 

[64 FR 66401, Nov. 26, 1999] 
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Subpart A—Scope, Definitions, 
and General Provisions 

§ 421.1 Basis, applicability, and scope. 

(a) Basis. This part is based on the 
provisions of the following sections of 
the Act: 

Section 1124—Requirements for dis-
closure of certain information. 

Sections 1816 and 1842—Provisions re-
lating to the administration of Parts A 
and B. 

Section 1893—Requirements for pro-
tecting the integrity of the Medicare 
program. 

(b) Applicability. The provisions of 
this part apply to agreements with 
Part A (Hospital Insurance) fiscal 
intermediaries that received awards 
under sections 1816 or 1842 of the Act 
prior to October 1, 2005, contracts with 
Part B (Supplementary Medical Insur-
ance) carriers that received awards 
under sections 1816 or 1842 of the Act 
prior to October 1, 2005, and contracts 
with Medicare integrity program con-
tractors that perform program integ-
rity functions. 

(c) Scope. The scope of this part— 
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(1) Specifies that CMS may perform 
certain functions directly or by con-
tract. 

(2) Specifies criteria and standards 
CMS uses in evaluating the perform-
ance of fiscal intermediaries’ successor 
entities and in assigning or reassigning 
a provider or providers to particular 
fiscal intermediaries. 

(3) Provides the opportunity for a 
hearing for fiscal intermediaries and 
carriers affected by certain adverse ac-
tions. 

(4) Provides adversely affected fiscal 
intermediaries an opportunity for judi-
cial review of certain hearing deci-
sions. 

(5) Sets forth requirements related to 
contracts with Medicare integrity pro-
gram contractors. 

[72 FR 48886, Aug. 24, 2007] 

§ 421.3 Definitions. 
As used in this part— 
Intermediary means an entity that 

has a contract with CMS (under statu-
tory provisions in effect prior to Octo-
ber 1, 2005) to determine and make 
Medicare payments for Part A or Part 
B benefits payable on a cost basis (or 
under the prospective payment system 
for hospitals) and to perform other re-
lated functions. For purposes of apply-
ing the performance criteria in § 421.120 
and the performance standards in 
§ 421.122 and any adverse action result-
ing from that application, the term 
‘‘intermediary’’ also means a Blue 
Cross plan that has entered into a sub-
contract approved by CMS with the 
Blue Cross and Blue Shield Association 
to perform intermediary functions. 

[71 FR 68228, Nov. 24, 2006] 

§ 421.5 General provisions. 
(a) Competitive bidding not required for 

carriers. CMS may enter into contracts 
with carriers, or with intermediaries to 
act as carriers in certain cir-
cumstances, without regard to section 
3709 of the U.S. Revised Statutes or any 
other provision of law that requires 
competitive bidding. 

(b) Indemnification of intermediaries 
and carriers. Intermediaries and car-
riers act on behalf of CMS in carrying 
out certain administrative responsibil-
ities that the law imposes. Accord-

ingly, their agreements and contracts 
contain clauses providing for indem-
nification with respect to actions 
taken on behalf of CMS and CMS is the 
real party of interest in any litigation 
involving the administration of the 
program. 

(c) Use of intermediaries to perform car-
rier functions. CMS may contract with 
an intermediary to perform carrier 
functions with respect to services for 
which Part B payment is made to a 
provider. 

(d) Nonrenewal of agreement or con-
tract. Notwithstanding any of the pro-
visions of this part, CMS has the au-
thority not to renew an agreement or 
contract when its term expires. 

(e) Intermediary availability in an area. 
For more effective and efficient admin-
istration of the program, CMS retains 
the right to expand or diminish the 
geographical area in which an inter-
mediary is available to serve providers. 

(f) Provision for automatic renewal. 
Agreements and contracts under this 
part may contain automatic renewal 
clauses for continuation from term to 
term unless either party gives notice, 
within timeframes specified in the 
agreement or contract, of its intention 
not to renew. 

[45 FR 42179, June 23, 1980, as amended at 54 
FR 4026, Jan. 27, 1989] 

Subpart B—Intermediaries 

§ 421.100 Intermediary functions. 
An agreement between CMS and an 

intermediary specifies the functions to 
be performed by the intermediary. 

(a) Mandatory functions. The contract 
must include the following functions: 

(1) Determining the amount of pay-
ments to be made to providers for cov-
ered services furnished to Medicare 
beneficiaries. 

(2) Making the payments. 
(b) Additional functions. The contract 

may include any or all of the following 
functions: 

(1) Any or all of the program integ-
rity functions described in § 421.304, 
provided the intermediary is con-
tinuing those functions under an agree-
ment entered into under section 1816 of 
the Act that was in effect on August 21, 
1996, and they do not duplicate work 
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