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during the term of a pharmacy reim-
bursement contract that is based on
the cost of a drug, which includes, but
is not limited to, drug pricing ref-
erences and amounts based on any of
the following:

(1) Average wholesale price.

(2) Wholesale acquisition cost.

(3) Average manufacturer price.

(4) Average sales price.

(5) Maximum allowable cost.

(6) Other cost, whether publicly
available or not.

Related entity means any entity that
is related to the PDP sponsor by com-
mon ownership or control and—

(1) Performs some of the Part D plan
sponsor’s management functions under
contract or delegation;

(2) Furnishes services to Medicare en-
rollees under an oral or written agree-
ment; or

(3) Leases real property or sells mate-
rials to the Part D plan sponsor at a
cost of more than $2,500 during a con-
tract period.

Significant business transaction means
any business transaction or series of
transactions of the kind specified in
the above definition of business trans-
action that, during any fiscal year of
the Part D plan sponsor, have a total
value that exceeds $25,000 or 5 percent
of the PDP sponsor’s total operating
expenses, whichever is less.

[70 FR 4525, Jan. 28, 2005, as amended at 77
FR 22170, Apr. 12, 2012; 80 FR 29963, Nov. 6,
2015; 89 FR 30837, Apr. 23, 2024; 89 FR 63828,
Aug. 6, 2024]

§423.502 Application requirements.

(a) Scope. This section sets forth ap-
plication requirements for an entity
that seeks a determination from CMS
that it is qualified to contract as a
sponsor of a Part D plan.

(b) Completion of a notice of intent to
apply. (1) An organization submitting
an application under this section for a
particular contract year must first
submit a completed Notice of Intent to
Apply by the date established by CMS.
CMS will not accept applications from
organizations that do not submit a
timely Notice of Intent to Apply.

(2) Submitting a Notice of Intent to
Apply does not bind that organization
to submit an application for the appli-
cable contract year.
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(3) An organization’s decision not to
submit an application after submitting
an Notice of Intent to Apply will not
form the basis of any action taken
against the organization by CMS.

(c) Completion of an application. (1) In
order to obtain a determination on
whether it meets the requirements to
become a Part D plan sponsor, an enti-
ty, or an individual authorized to act
for the entity (the applicant), must
fully complete all parts of a certified
application in the form and manner re-
quired by CMS, including the fol-
lowing:

(i) Documentation of appropriate
State licensure or State certification
that the entity is able to offer health
insurance or health benefits coverage
that meets State-specified standards as
specified in subpart I of this part; or

(ii) A Federal waiver as specified in
subpart I of this part.

(2) The authorized individual must
describe thoroughly how the entity is
qualified to meet the all requirements
described in this part.

(d) Responsibility for making determina-
tions. (1) CMS is responsible for deter-
mining whether an entity is qualified
to contract as a Part D plan sponsor
and meets the requirements of this
part.

(2) A CMS determination that an en-
tity is qualified to act as a Part D plan
sponsor is distinct from the bid nego-
tiations that occur under subpart F of
part 423 and such negotiations are not
subject to the appeals provisions in-
cluded in subpart N of this part.

(e) Disclosure of application informa-
tion under the Freedom of Information
Act. An applicant submitting material
that he or she believes is protected
from disclosure under 5 USC 552, the
Freedom of Information Act, or be-
cause of exemptions provided in 45 CFR
part 5 (the Department’s regulations
providing exemptions to disclosure),
must label the material ‘‘privileged”
and include an explanation of the ap-
plicability of an exemption specified in
45 CFR part 5.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19819, Apr. 15, 2010]
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§423.503 Evaluation and determina-
tion procedures.

(a) Basis for evaluation and determina-
tion. (1) Information used to evaluate ap-
plications. With the exception of eval-
uations conducted under paragraph (b)
of this section, CMS evaluates an enti-
ty’s application solely on the basis of
information contained in the applica-
tion itself and any additional informa-
tion that CMS obtains through on-site
visits and any essential operations
test.

(2) Issuing application determination.
After evaluating all relevant informa-
tion, CMS determines whether the ap-
plication meets all the requirements
described in this part.

(3) Limitation on PDP contracts under
a single parent organization CMS does
not approve an application when it
would result in the applicant’s parent
organization, directly or through its
subsidiaries, holding more than one
PDP sponsor contract in the PDP Re-
gion for which the applicant is seeking
qualification as a PDP sponsor.

(4) Substantially incomplete applica-
tions. (i) CMS does not evaluate or
issue a notice of determination de-
scribed in §423.503(¢c) when an organiza-
tion submits a substantially incom-
plete application.

(ii) An application is substantially
incomplete when the submission as of
the deadline for applications estab-
lished by CMS is missing content or re-
sponsive materials for one or more sec-
tions of the application form required
by CMS.

(iii) A determination that an applica-
tion is substantially incomplete is not
a contract determination as defined in
§423.641 and a determination that an
organization submitted a substantially
incomplete application is not subject
to the appeals provisions of subpart N
of this part.

(b) Use of information from a current or
prior contract. (1) Except as provided in
paragraphs (b)(2) through (4) of this
section, if a Part D plan sponsor fails
during the 12 months preceding the
deadline established by CMS for the
submission of contract qualification
applications to comply with the re-
quirements of the Part D program
under any current or prior contract
with CMS under title XVIII of the Act

§423.503

CMS may deny an application based on
the applicant’s failure to comply with
the requirements of the Part D pro-
gram under any current or prior con-
tract with CMS even if the applicant
currently meets all of the requirements
of this part.

(i) An applicant may be considered to
have failed to comply with a contract
for purposes of an application denial
under paragraph (b)(1) of this section if
during the applicable review period the
applicant:

(A) Was under an intermediate sanc-
tion under subpart O of this part, or a
determination by CMS to prohibit the
enrollment of new enrollees under
§423.2410(c).

(B) Failed to maintain a fiscally
sound operation consistent with the re-
quirements of §423.505(b)(23).

(C) Filed for or is currently in federal
or state bankruptcy proceedings.

(D) Received any combination of Part
C or Part D summary ratings of 2.5 or
less in both of the two most recent
Star Rating periods, as identified in
§423.186.

(E) Met or exceeded 13 points for
compliance actions on any one con-
tract.

(I) CMS determines the number of
points each Part D plan sponsor accu-
mulated during the performance period
for compliance actions based on the
following point values:

(1) BEach corrective action plan issued
during the performance period under
§423.505(n) counts for 6 points.

(ii) Bach warning letter issued during
the performance period under
§423.505(n) counts for 3 points.

(7ii) Bach notice of noncompliance
issued during the performance period
under §423.505(n) counts for 1 point.

(2) CMS adds all the point values for
each Part D plan sponsor to determine
if any organization meets CMS’ identi-
fied threshold.

(ii) CMS may deny an application
submitted by an organization that does
not hold a Part D contract at the time
of the submission when the applicant’s
parent organization or another sub-
sidiary of the parent organization
meets the criteria for denial stated in
paragraph (b)(1)(i) of this section. This
paragraph does not apply when the par-
ent completed the acquisition of the
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subsidiary that meets the criteria
within the 24 months preceding the ap-
plication submission deadline.

(2) In the absence of 12 months of per-
formance history, CMS may deny an
application based on a lack of informa-
tion available to determine an appli-
cant’s capacity to comply with the re-
quirements of the Part D program.

(3) If CMS has terminated, under
§423.509, or non-renewed, under
§423.507(b), a Part D plan sponsor’s con-
tract, effective within the 38 months
preceding the deadline established by
CMS for the submission of contract
qualification applications, CMS may
deny an application based on the appli-
cant’s substantial failure to comply
with the requirements of the Part D
program even if the applicant cur-
rently meets all of the requirements of
this part.

(4) During the same 38-month period
as specified in (b)(3) of this section,
CMS may deny an application where
the applicant’s covered persons also
served as covered persons for the ter-
minated or non-renewed contract. A
“‘covered person’ as used in this para-
graph means one of the following:

(i) All owners of terminated organiza-
tions who are natural persons, other
than shareholders who have an owner-
ship interest of less than 5 percent.

(ii) An owner in whole or part inter-
est in any mortgage, deed of trust, note
or other obligation secured (in whole or
in part) by the organization, or any of
the property or assets thereof, which
whole or part interest is equal to or ex-
ceeds 5 percent of the total property,
and assets of the organization.

(iii) A member of the board of direc-
tors or board of trustees of the entity,
if the organization is organized as a
corporation.

(c) Notice of determination. Except for
fallback entities, which are governed
under subpart Q of this part, CMS noti-
fies each applicant that applies to be
determined qualified to contract as a
Part D plan sponsor, under this part, of
its determination on the application
and the basis for the determination.
The determination may be one of the
following:

(1) Approval of application. If CMS ap-
proves the application, it gives written
notice to the applicant, indicating that

42 CFR Ch. IV (10-1-24 Edition)

it qualifies to contract as Part D plan
Sponsor.

(2) Intent to deny. (i) If CMS finds
that the applicant does not appear
qualified to contract as a Part D spon-
sor, it gives the applicant notice of in-
tent to deny the application and a sum-
mary of the basis for this preliminary
finding.

(ii) Within 10 days from the date of
the notice, the applicant may respond
in writing to the issues or other mat-
ters that were the basis for CMS’s pre-
liminary finding and may revise its ap-
plication to remedy any defects CMS
identified.

(iii) If CMS does not receive a revised
application within 10 days from the
date of the notice, or if after timely
submission of a revised application,
CMS still finds the applicant does not
appear qualified to contract as a Part
D plan sponsor or has not provided
enough information to allow CMS to
evaluate the application, CMS denies
the application.

(3) Denial of application. If CMS de-
nies the application, it gives written
notice to the applicant indicating—

(i) That the applicant is not qualified
to contract as a Part D sponsor under
Part D of title XVIII of the Act;

(ii) The reasons why the applicant
does is not so qualified; and

(iii) The applicant’s right to request
a hearing in accordance with the proce-
dures specified in subpart N of this
part.

(4) Nullification of approval of applica-
tion. If CMS discovers through any
means that an applicant is not quali-
fied to contract based on information
gained subsequent to application ap-
proval (for example, failure of an essen-
tial operations test, absence of re-
quired employees, etc.), CMS gives the
applicant written notice indicating
that the approval issued under para-
graph (c)(1) of this section is nullified
and the applicant no longer qualifies to
contract as a Part D plan sponsor.

(i) This determination is not subject
to the appeals provisions in subpart N
of this part.

(ii) This provision only applies to ap-
plicants that have not previously en-
tered into a Part D contract with CMS
and neither it, nor another subsidiary
of the applicant’s parent organization,
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