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supplier and with appropriate privacy 
and security protections, release the 
Medicare claims data and beneficiary 
names to the provider or supplier. 
Qualified entities may only provide the 
Medicare claims and/or beneficiary 
names relevant to the particular meas-
ure or measure result the provider or 
supplier is appealing. 

(d) A qualified entity must inform 
providers and suppliers that reports 
will be made public, including informa-
tion related to the status of any data 
or error correction requests, after the 
date specified to the provider or sup-
plier when the report is sent for review 
and, if necessary, error correction re-
quests (at least 60 calendar days after 
the report was originally sent to the 
providers and suppliers), regardless of 
the status of any requests for error cor-
rection. 

(e) If a provider or supplier has a data 
or error correction request outstanding 
at the time the reports become public, 
the qualified entity must, if feasible, 
post publicly the name of the appealing 
provider or supplier and the category 
of the appeal request. 

§ 401.719 Monitoring and sanctioning 
of qualified entities. 

(a) CMS will monitor and assess the 
performance of qualified entities and 
their contractors using the following 
methods: 

(1) Audits. 
(2) Submission of documentation of 

data sources and quantities of data 
upon the request of CMS and/or site 
visits. 

(3) Analysis of specific data reported 
to CMS by qualified entities through 
annual reports (as described in para-
graph (b) of this section) and reports on 
inappropriate disclosures or uses of 
beneficiary identifiable data (as de-
scribed in paragraph (c) of this sec-
tion). 

(4) Analysis of complaints from bene-
ficiaries and/or providers or suppliers. 

(b) A qualified entity must provide 
annual reports to CMS containing in-
formation related to the following: 

(1) General program adherence, in-
cluding the following information: 

(i) The number of Medicare and pri-
vate claims combined. 

(ii) The percent of the overall market 
share the number of claims represent 
in the qualified entity’s geographic 
area. 

(iii) The number of measures cal-
culated. 

(iv) The number of providers and sup-
pliers profiled by type of provider and 
supplier. 

(v) A measure of public use of the re-
ports. 

(2) The provider and supplier data 
sharing, error correction, and appeals 
process, including the following infor-
mation: 

(i) The number of providers and sup-
pliers requesting claims data. 

(ii) The number of requests for claims 
data fulfilled. 

(iii) The number of error corrections. 
(iv) The type(s) of problem(s) leading 

to the request for error correction. 
(v) The amount of time to acknowl-

edge the request for data or error cor-
rection. 

(vi) The amount of time to respond to 
the request for error correction. 

(vii) The number of requests for error 
correction resolved. 

(c) A qualified entity must inform 
CMS of inappropriate disclosures or 
uses of beneficiary identifiable data 
under the DUA. 

(d) CMS may take the following ac-
tions against a qualified entity if CMS 
determines that the qualified entity 
violated any of the requirements of 
this subpart, regardless of how CMS 
learns of a violation: 

(1) Provide a warning notice to the 
qualified entity of the specific concern, 
which indicates that future defi-
ciencies could lead to termination. 

(2) Request a corrective action plan 
(CAP) from the qualified entity. 

(3) Place the qualified entity on a 
special monitoring plan. 

(4) Terminate the qualified entity. 

§ 401.721 Terminating an agreement 
with a qualified entity. 

(a) Grounds for terminating a qualified 
entity agreement. CMS may terminate 
an agreement with a qualified entity if 
CMS determines the qualified entity or 
its contractor meets any of the fol-
lowing: 
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(1) Engages in one or more serious 
violations of the requirements of this 
subpart. 

(2) Fails to completely and accu-
rately report information to CMS or 
fails to make appropriate corrections 
in response to confidential reviews by 
providers and suppliers in a timely 
manner. 

(3) Fails to submit an approvable cor-
rective action plan (CAP) as prescribed 
by CMS, fails to implement an ap-
proved CAP, or fails to demonstrate 
improved performance after the imple-
mentation of a CAP. 

(4) Improperly uses or discloses 
claims information received from CMS 
in violation of the requirements in this 
subpart. 

(5) Based on its re-application, no 
longer meets the requirements in this 
subpart. 

(6) Fails to maintain adequate data 
from other sources in accordance with 
§ 401.711(c). 

(b) Return or destruction of CMS data 
upon voluntary or involuntary termi-
nation from the qualified entity program: 

(1) If CMS terminates a qualified en-
tity’s agreement, the qualified entity 
and its contractors must immediately 
upon receipt of notification of the ter-
mination commence returning or de-
stroying any and all CMS data (and 
any derivative files). In no instance can 
this process exceed 30 days. 

(2) If a qualified entity voluntarily 
terminates participation under this 
subpart, it and its contractors must re-
turn to CMS, or destroy, any and all 
CMS data in its possession within 30 
days of notifying CMS of its intent to 
end its participation. 

PART 402—CIVIL MONEY PEN-
ALTIES, ASSESSMENTS, AND EX-
CLUSIONS 

Subpart A—General Provisions 

Sec. 
402.1 Basis and scope. 
402.3 Definitions. 
402.5 Right to a hearing before the final de-

termination. 
402.7 Notice of proposed determination. 
402.9 Failure to request a hearing. 
402.11 Notice to other agencies and other 

entities. 

402.13 Penalty, assessment, and exclusion 
not exclusive. 

402.15 Collateral estoppel. 
402.17 Settlement. 
402.19 Hearings and appeals. 
402.21 Judicial review. 

Subpart B—Civil Money Penalties and 
Assessments 

402.105 Amount of penalty. 
402.107 Amount of assessment. 
402.109 Statistical sampling. 
402.111 Factors considered determinations 

regarding the amount of penalties and 
assessments. 

402.113 When a penalty and assessment are 
collectible. 

402.115 Collection of penalty or assessment. 

Subpart C—Exclusions 

402.200 Basis and purpose. 
402.205 Length of exclusion. 
402.208 Factors considered in determining 

whether to exclude, and the length of ex-
clusion. 

402.209 Scope and effect of exclusion. 
402.210 Notices. 
402.212 Response to notice of proposed de-

termination to exclude. 
402.214 Appeal of exclusion. 
402.300 Request for reinstatement. 
402.302 Basis for reinstatement. 
402.304 Approval of request for reinstate-

ment. 
402.306 Denial of request for reinstatement. 
402.308 Waivers of exclusions. 

AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh). 

SOURCE: 63 FR 68690, Dec. 14, 1998, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 402.1 Basis and scope. 
(a) Basis. This part is based on the 

sections of the Act that are specified in 
paragraph (c) of this section. 

(b) Scope. This part— 
(1) Provides for the imposition of 

civil money penalties, assessments, and 
exclusions against persons that violate 
the provisions of the Act specified in 
paragraph (c), (d), or (e) of this section; 
and 

(2) Sets forth the appeal rights of per-
sons subject to penalties, assessments, 
or exclusion and the procedures for re-
instatement following exclusion. 

(c) Civil money penalties. CMS or OIG 
may impose civil money penalties 
against any person or other entity 
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