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any failure to comply with the require-
ments of the Part D plan sponsor’s cur-
rent or prior Part D contract with
CMS, as described in paragraph (n)(1)
of this section.

(ii) Warning letter. A warning letter
may be issued for serious and/or con-
tinued noncompliance with the require-
ments of the Part D plan sponsor’s cur-
rent or prior Part D contract with
CMS, as described in paragraph (n)(1)
of this section and as assessed in ac-
cordance with paragraph (n)(2) of this
section.

(iii) Corrective action plan. (A) Correc-
tive action plans are issued for particu-
larly serious and/or continued non-
compliance with the requirements of
the Part D plan sponsors’ current or
prior Part D contract with CMS, as de-
scribed in paragraph (n)(1) of this sec-
tion and as assessed in accordance with
paragraph (n)(2) of this section.

(B) CMS issues a corrective action
plan if CMS determines that the Part D
plan sponsor has repeated or not cor-
rected noncompliance identified in
prior compliance actions, has substan-
tially impacted beneficiaries or the
program with its noncompliance, and/
or must implement a detailed plan to
correct the underlying causes of the
noncompliance.

(0) Acknowledgements of CMS release of
data—@Q1) Summary CMS payment data.
The contract must provide that the
Part D sponsor acknowledges that CMS
releases to the public summary rec-
onciled Part D payment data after the
reconciliation of Part D payments for
the contract year as follows:

(i) The average per member per
month Part D direct subsidy standard-
ized to the 1.0 (average risk score) ben-
eficiary for each Part D plan offered.

(ii) The average Part D risk score for
each Part D plan offered.

(iii) The average per member per
month Part D plan low-income cost
sharing subsidy for each Part D plan
offered.

(iv) The average per member per
month Part D Federal reinsurance sub-
sidy for each Part D plan offered.

(v) The actual Part D reconciliation
payment data summarized at the Par-
ent Organization level including break-
outs of risk sharing, reinsurance, and

§423.505

low income cost sharing reconciliation
amounts.

(2) Part D MLR data. The contract
must provide that the Part D sponsor
acknowledges that CMS releases to the
public data as described at §423.2490.

(p) Business continuity. (1) The Part D
sponsor agrees to develop, maintain,
and implement a business continuity
plan containing policies and procedures
to ensure the restoration of business
operations following disruptions to
business operations during disruptions
to business operations which would in-
clude natural or man-made disasters,
system failures, emergencies, and other
similar circumstances and the threat
of such occurrences. To meet the re-
quirement, the business continuity
plan must, at a minimum, include the
following:

(i) Risk assessment. Identify threats
and wvulnerabilities that might affect
business operations.

(i1) Mitigation strategy. Design strate-
gies to mitigate hazards. Identify es-
sential functions in addition to those
specified in paragraph (p)(2) of this sec-
tion and prioritize the order in which
to restore all other functions to normal
operations. At a minimum, each Part D
sponsor must do the following:

(A) Identify specific events that will
activate the business continuity plan.

(B) Develop a contingency plan to
maintain, during any business disrup-
tion, the availability and, as applica-
ble, confidentiality of communication
systems and essential records in all
forms (including electronic and paper
copies). The contingency plan must do
the following:

(I) Ensure that during any business
disruption the following systems will
operate continuously or, should they
fail, be restored to operational capac-
ity on a timely basis:

(i) Information technology (IT) sys-
tems including those supporting claims
processing at point of service.

(i) Provider and enrollee commu-
nication systems including telephone,
Web site, and email.

(2) With respect to electronic pro-
tected health information, comply with
the contingency plan requirements of
the Health Insurance Portability and
Accountability Act of 1996 Security
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