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considered by the Secretary in assess-
ing a State’s request for an adjustment
to the MLR standard.

§158.345 Determination on a State’s
request for adjustment to the med-
ical loss ratio.

(a) General time frame. The Secretary
will make a determination as to wheth-
er to grant a State’s request for an ad-
justment to the MLR standard within
30 days after determining that the in-
formation required by this subpart has
been received.

(b) Extension at the discretion of the
Secretary. The Secretary may, in her
discretion, extend the 30 day time pe-
riod in paragraph (a) of this section for
as long a time as necessary not to ex-
ceed 30 days.

§158.346 Request for reconsideration.

(a) Requesting reconsideration. A State
whose request for adjustment to the
MLR standard has been denied by the
Secretary may request reconsideration
of that determination. A request for re-
consideration must be submitted in
writing to the Secretary within 10 days
of her decision to deny the State’s re-
quest for an adjustment, and may in-
clude any additional information in
support of its request.

(b) Reconsideration determination. The
Secretary will issue her determination
on a State’s request for reconsideration
within 20 days of receiving the recon-
sideration request.

§158.350 Subsequent requests for ad-
justment to the medical loss ratio.

A State that has made a previous re-
quest for an adjustment to the MLR
standard must, in addition to the other
information required by this subpart,
submit information as to what steps
the State has taken since its prior re-
quests, if any, to improve the stability
of the State’s individual market.

[83 FR 17071, Apr. 17, 2018]

Subpart D—HHS Enforcement

§158.401 HHS enforcement.

HHS enforces the reporting and re-
bate requirements described in sub-
parts A and B, including but not lim-
ited to:

§158.403

(a) The requirement that such re-
ports be submitted timely.

(b) The requirement that the data re-
ported complies with the definitions
and criteria set forth in this part.

(c) The requirement that rebates be
paid timely and accurately.

§158.402 Audits.

(a) Notice of Audit. HHS will provide
30 days advance notice of its intent to
conduct an audit of an issuer.

(b) Conferences. All audits will in-
clude an entrance conference at which
the scope of the audit will be presented
and an exit conference at which the
initial audit findings will be discussed.

(c) Preliminary Audit Findings. HHS
will share its preliminary audit find-
ings with the issuer, which will then
have 30 days to respond to such find-
ings. HHS may extend, for good cause,
the time for an issuer to submit such a
response.

(d) Final Audit Findings. If the issuer
does not dispute the preliminary find-
ings, the audit findings will become
final. Alternatively, if the issuer re-
sponds to the preliminary findings,
HHS will review and consider such re-
sponse and finalize the audit findings.

(e) Corrective actions. HHS will send a
copy of the final audit findings to the
issuer as well as any corrective actions
that issuer must undertake as a result
of the audit findings.

(f) Order to pay rebates. If HHS deter-
mines as the result of an audit that an
issuer has failed to pay rebates it is ob-
ligated to pay pursuant to this part, it
may order the issuer to pay those re-
bates, together with interest from the
date the rebates were due, in accord-
ance with §1568.240(d) of this part.

§158.403 Circumstances in which a
State is conducting audits of
issuers.

(a) If a State conducts an audit of an
issuer’s MLR reporting and rebate obli-
gations, HHS may, in the exercise of
its discretion, accept the findings of
that audit if HHS determines the fol-
lowing:

(1) The laws of the State permit pub-
lic release of the findings of audits of
issuers;

(2) The State’s audit reports on the
validity of the data regarding expenses
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and premiums that the issuer reported
to the Secretary, including the appro-
priateness of the allocations of ex-
penses used in such reporting and
whether the activities associated with
the issuer’s reported expenditures for
quality improving activities meet the
definition of such activities;

(3) The State’s audit reports on the
accuracy of rebate calculations and the
timeliness and accuracy of rebate pay-
ments;

(4) The State submits final audit re-
ports to HHS within 30 days of finaliza-
tion; and

(5) The State submits preliminary or
draft audit reports to HHS within 6
months of the completion of audit field
work unless they have already been fi-
nalized and reported under paragraph
(a)(4) of this section.

(b) If HHS accepts an audit conducted
by a State, and if the issuer makes ad-
ditional rebate payments as a result of
the audit, then HHS shall accept those
payments as satisfying the issuer’s ob-
ligation to pay rebates pursuant to this
part.

Subpart E—Additional
Requirements on Issuers

§158.501 Access to
records.

(a) Each issuer subject to the report-
ing requirement of this part must
allow access and entry to its premises,
facilities and records, including com-
puter and other electronic systems, to
HHS, the Comptroller General, or their
designees to evaluate, through inspec-
tion, audit, or other means, compliance
with the requirements for reporting
and calculation of data submitted to
HHS, and the timeliness and accuracy
of rebate payments made under this
part.

(b) Each issuer must also allow ac-
cess and entry to the facilities and
records, including computer and other
electronic systems, of its parent orga-
nization, subsidiaries, related entities,
contractors, subcontractors, agents, or
a transferee that pertain to any aspect
of the data reported to HHS or to re-
bate payments calculated and made
under this part. To the extent that the
issuer does not control access to the fa-
cilities and records of its parent orga-

facilities and

45 CFR Subtitle A (10-1-23 Edition)

nization, related entities, or third par-
ties, it will be the responsibility of the
issuer to contractually obligate any
such parent organization, related enti-
ties, or third parties to grant said ac-
cess.

(c) The Comptroller General, HHS, or
their designees may inspect, evaluate,
and audit through 6 years from the
date of the filing of a report required
by this part or through 3 years after
the completion of the audit and for
such longer period set forth below pro-
vided that any of the following occur:

(1) HHS determines there is a special
need to retain a particular record or
group of records for a longer period and
notifies the issuer at least 30 days be-
fore the disposition date.

(2) There has been a dispute, or alle-
gation of fraud or similar fault by the
issuer, in which case the retention may
be extended to 6 years from the date of
any resulting final resolution of the
dispute, fraud, or similar fault.

(3) HHS determines that there is a
reasonable possibility of fraud or simi-
lar fault, in which case HHS may in-
spect, evaluate, and audit the issuer at
any time.

§158.502 Maintenance of records.

(a) Basic rule. Each issuer subject to
the requirements of this part must
maintain all documents and other evi-
dence necessary to enable HHS to
verify that the data required to be sub-
mitted in accordance with this part
comply with the definitions and cri-
teria set forth in this part, and that
the MLR is calculated and any rebates
owing are calculated and provided in
accordance with this part. This in-
cludes but is not limited to all admin-
istrative and financial books and
records used in compiling data reported
and rebates provided under this part
and in determining what data to report
and rebates to provide under this part,
electronically stored information, and
evidence of accounting procedures and
practices. This also includes all admin-
istrative and financial books and
records used by others in assisting an
issuer with its obligations under this
part.

(b) Length of time information must be
maintained. All of the documents and
other evidence required by this part
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