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§158.601 General rule regarding the
imposition of civil penalties.

If any issuer fails to comply with the
requirements of this part, civil pen-
alties, as described in this subpart,
may be imposed.

§158.602 Basis for imposing civil pen-
alties.

Civil penalties. For the violations list-
ed in this paragraph, HHS may impose
civil penalties in the amounts specified
in §158.606 of this subpart on any issuer
who fails to do the following:

(a) Submit to HHS a report con-
cerning the data required under this
part by the deadline established by
HHS.

(b) Submit to HHS a substantially
complete or accurate report concerning
the data required under this part.

(c) Timely and accurately pay re-
bates owing pursuant to this part.

(d) Respond to HHS inquiries as part
of an investigation of issuer non-com-
pliance.

(e) Maintain records as required
under this part for the periodic audit-
ing of books and records used in com-
piling data reported to HHS and in cal-
culating and paying rebates pursuant
to this Part.

(f) Allow access and entry to prem-
ises, facilities and records that pertain
to any aspect of the data reported to
HHS or to rebates calculated and paid
pursuant to this part.

(g) Comply with corrective actions
resulting from audit findings.

(h) Accurately and truthfully rep-
resent data, reports or other informa-
tion that it furnishes to a State or
HHS.

§158.603 Notice to responsible entities.

If HHS learns of a potential violation
described in §158.602 of this subpart or
if a State informs HHS of a potential
violation prior to imposing any civil
monetary penalty HHS must provide
written notice to the issuer, to include
the following:

(a) Describe the potential violation.

(b) Provide 30 days from the date of
the notice for the responsible entity to
respond and to provide additional in-

§158.605

formation to refute an alleged viola-
tion.

(c) State that a civil monetary pen-
alty may be assessed if the allegations
are not, as determined by HHS, re-
futed.

§158.604 Request for extension.

In circumstances in which an entity
cannot prepare a response to HHS
within the 30 days provided in the no-
tice, the entity may make a written re-
quest for an extension from HHS de-
tailing the reason for the extension re-
quest and showing good cause. If HHS
grants the extension, the responsible
entity must respond to the notice with-
in the time frame specified in HHS’s
letter granting the extension of time.
Failure to respond within 30 days, or
within the extended time frame, may
result in HHS’s imposition of a civil
monetary penalty based upon its deter-
mination of a potential violation de-
scribed in §158.602 of this subpart.

§158.605 Responses to allegations of
noncompliance.

In determining whether to impose a
civil monetary penalty, HHS may re-
view and consider documentation pro-
vided in any complaint or other infor-
mation, as well as any additional infor-
mation provided by the responsible en-
tity to demonstrate that it has com-
plied with Affordable Care Act require-
ments. The following are examples of
documentation that a potential respon-
sible entity may submit for HHS’s con-
sideration in determining whether a
civil monetary penalty should be as-
sessed and the amount of any civil
monetary penalty:

(a) Any evidence that refutes an al-
leged noncompliance.

(b) Evidence that the entity did not
know, and exercising due diligence
could not have known, of the violation.

(c) Evidence documenting the devel-
opment and implementation of inter-
nal policies and procedures by an issuer
to ensure compliance with the Afford-
able Care Act requirements regarding
MLR. Those policies and procedures
may include or consist of a voluntary
compliance program. Any such pro-
gram should do the following:

(1) Effectively articulate and dem-
onstrate the fundamental mission of
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