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(4) In the case of a respondent that 
has an agreement under section 1866 of 
the Act, notice that imposition of an 
exclusion may result in termination of 
the provider’s agreement in accordance 
with section 1866(b)(2)(C) of the Act. 

(F) The means by which the qualified 
entity may pay the amount if they do 
not intend to request a hearing. 

(iii) Failure to request a hearing. If the 
qualified entity does not request a 
hearing within 60 days of receipt of the 
notice of proposed determination, any 
assessment becomes final and CMS 
may impose the proposed assessment. 

(A) CMS notifies the qualified entity, 
by certified mail with return receipt 
requested, of any assessment that has 
been imposed and of the means by 
which the qualified entity may satisfy 
the judgment. 

(B) The qualified entity has no right 
to appeal an assessment for which the 
qualified entity has not requested a 
hearing. 

(iv) When an assessment is collectible. 
An assessment becomes collectible 
after the earliest of the following: 

(A) Sixty (60) days after the qualified 
entity receives CMS’s notice of pro-
posed determination under paragraph 
(d)(5)(ii) of this section, if the qualified 
entity has not requested a hearing. 

(B) Immediately after the qualified 
entity abandons or waives its appeal 
right at any administrative level. 

(C) Thirty (30) days after the quali-
fied entity receives the ALJ’s decision 
imposing an assessment under 
§ 1005.20(d) of this title, if the qualified 
entity has not requested a review be-
fore the DAB. 

(D) Sixty (60) days after the qualified 
entity receives the DAB’s decision im-
posing an assessment if the qualified 
entity has not requested a stay of the 
decision under § 1005.22(b) of this title. 

(v) Collection of an assessment. Once a 
determination by HHS has become 
final, CMS is responsible for the collec-
tion of any assessment. 

(A) The General Counsel may com-
promise an assessment imposed under 
this part, after consulting with CMS or 
OIG, and the Federal government may 
recover the assessment in a civil action 
brought in the United States district 
court for the district where the claim 

was presented or where the qualified 
entity resides. 

(B) The United States or a state 
agency may deduct the amount of an 
assessment when finally determined, or 
the amount agreed upon in com-
promise, from any sum then or later 
owing the qualified entity. 

(C) Matters that were raised or that 
could have been raised in a hearing be-
fore an ALJ or in an appeal under sec-
tion 1128A(e) of the Act may not be 
raised as a defense in a civil action by 
the United States to collect an assess-
ment. 

[76 FR 76567, Dec. 7, 2011, as amended at 81 
FR 44481, July 7, 2016] 

§ 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: 

(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). 

(7) Fails to ensure authorized users 
comply with their QE DUAs or analysis 
use agreements. 

(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 
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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. 

[76 FR 76567, Dec. 7, 2011, as amended at 81 
FR 44482, July 7, 2016] 

§ 401.722 Qualified clinical data reg-
istries. 

(a) A qualified clinical data registry 
that agrees to meet all the require-
ments in this subpart, with the excep-
tion of § 401.707(d), may request access 
to Medicare data as a quasi qualified 
entity in accordance with such quali-
fied entity program requirements. 

(b) Notwithstanding § 401.703(q) (gen-
erally defining combined data), for pur-
poses of qualified clinical data reg-
istries acting as quasi qualified enti-
ties under the qualified entity program 
requirements, combined data means, at 
a minimum, a set of CMS claims data 
provided under this subpart combined 
with clinical data or a subset of clin-
ical data. 

[81 FR 44482, July 7, 2016] 
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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 
specified in paragraphs (c)(1) through 
(c)(35) of this section under the identi-
fied section of the Act. (The authori-
ties that also permit imposition of an 
assessment or exclusion are noted in 
the applicable paragraphs.) 
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