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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. 

(o) Acknowledgements of CMS release of 
data—(1) 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 

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 vulnerabilities that might affect 
business operations. 

(ii) 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: 

(1) 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. 

(ii) 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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Regulations at 45 CFR parts 160 and 
164, subparts A and C. 

(C) Establish a chain of command. 

(D) Establish a business communica-
tion plan that includes emergency ca-
pabilities and procedures to contact 
and communicate with the following: 

(1) Employees. 

(2) First tier, downstream, and re-
lated entities. 

(3) Other third parties (including 
pharmacies, providers, suppliers, and 
government and emergency manage-
ment officials). 

(E) Establish employee and facility 
management plans to ensure that es-
sential operations and job responsibil-
ities can be assumed by other employ-
ees or moved to alternate sites as nec-
essary or both. 

(F) Establish a restoration plan in-
cluding procedures to transition to 
normal operations. 

(G) Comply with all applicable Fed-
eral, State, and local laws. 

(iii) Testing and revision. On at least 
an annual basis, test and update the 
business operations continuity plan to 
ensure the following: 

(A) That it can be implemented in 
emergency situations. 

(B) That employees understand how 
it is to be executed. 

(iv) Training. On at least an annual 
basis, educate appropriate employees 
about the business continuity plan and 
their own respective roles. 

(v) Records. (A) Develop and maintain 
records documenting the elements of 
the business continuity plan described 
in paragraph (p)(1)(i) through (iv) of 
this section. 

(B) Make the information specified in 
paragraph (p)(1)(v)(A) of this section 
available to CMS upon request. 

(2) Restoration of essential functions. 
Every Part D sponsor must plan to re-
store essential functions within 72 
hours after any of the essential func-
tions fail or otherwise stop functioning 
as usual. In addition to any essential 
functions that the Part D sponsor iden-
tifies under paragraph (p)(1)(ii) of this 
section, for purposes of this paragraph 
(p)(2) of this section essential functions 
include at a minimum, the following: 

(i) Benefit authorization (if not 
waived), adjudication, and processing 

of prescription drug claims at the point 
of sale. 

(ii) Administration and tracking of 
enrollees’ drug benefits in real time, 
including automated coordination of 
benefits with other payers. 

(iii) Provision of pharmacy technical 
assistance. 

(iv) Operation of an enrollee excep-
tions and appeals process including 
coverage determinations. 

(v) Operation of call center customer 
services. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 73 FR 30683, May 28, 
2008; 73 FR 54251, Sept. 18, 2008; 73 FR 70599, 
Nov. 21, 2008; 74 FR 1545, Jan. 12, 2009; 75 FR 
19821, Apr. 15, 2010; 76 FR 21574, Apr. 15, 2011; 
76 FR 54634, Sept. 1, 2011; 77 FR 22170, Apr. 12, 
2012; 79 FR 29964, May 23, 2014; 80 FR 7964, 
Feb. 12, 2015; 81 FR 80557, Nov. 15, 2016; 83 FR 
16750, Apr. 16, 2018; 86 FR 6119, Jan. 19, 2021; 
87 FR 27900, May 9, 2022; 88 FR 22340, Apr. 12, 
2023; 89 FR 30838, Apr. 23, 2024] 

§ 423.506 Effective date and term of 
contract. 

(a) Effective date. The contract is ef-
fective on the date specified in the con-
tract between the Part D plan sponsor 
and CMS. 

(b) Term of contract. Each contract is 
for a period of 12 months. 

(c) Qualification to renew a contract. In 
accordance with 423.507, an entity is de-
termined qualified to renew its con-
tract annually only if the Part D plan 
sponsor has not provided CMS with a 
notice of intention not to renew and 
CMS has not provided the Part D orga-
nization with a notice of intention not 
to renew. 

(d) Renewal of contract contingent on 
reaching agreement on the bid. Although 
a Part D plan sponsor may be deter-
mined qualified to renew its contract 
under this section, if the sponsor and 
CMS cannot reach agreement on the 
bid under subpart F, no renewal takes 
place, and the failure to reach agree-
ment is not subject to the appeals pro-
visions in subpart N of this part. 

(e) The provisions of this section do 
not apply to fallback entities. 

[70 FR 4525, Jan. 28, 2005, as amended at 72 
FR 68732, Dec. 5, 2007] 

§ 423.507 Nonrenewal of contract. 

(a) Nonrenewal by a Part D plan spon-
sor. (1) Except for fallback entities, a 
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