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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)(34) 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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