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(i) A compound that contains at least
one ingredient covered under Part B as
prescribed and dispensed or adminis-
tered is considered a Part B compound,
regardless of whether other ingredients
in the compound are covered under
Part B as prescribed and dispensed or
administered.

(ii) Only compounds that contain at
least one ingredient that independently
meets the definition of a Part D drug,
and that do not meet the criteria under
paragraph (d)(1)(i) of this section, may
be covered under Part D. For purposes
of this paragraph (d) these compounds
are referred to as Part D compounds.

(iii) For a Part D compound to be
considered on-formulary, all ingredi-
ents that independently meet the defi-
nition of a Part D drug must be consid-
ered on-formulary (even if the par-
ticular Part D drug would be consid-
ered off-formulary if it were provided
separately—that is, not as part of the
Part D compound).

(iv) For a Part D compound that is
considered off-formulary—

(A) Transition rules apply such that
all ingredients in the Part D compound
that independently meet the definition
of a Part D drug must become payable
in the event of a transition fill under
§423.120(b)(3); and

(B) All ingredients that independ-
ently meet the definition of a Part D
drug must be covered if an exception
under §423.578(b) is approved for cov-
erage of the compound.

(2) Establish consistent rules for ben-
eficiary payment liabilities for both in-
gredients of the Part D compound that
independently meet the definition of a
Part D drug and non-Part D ingredi-
ents.

(i) For low income subsidy bene-
ficiaries the copayment amount is
based on whether the most expensive
ingredient that independently meets
the definition of a Part D drug in the
Part D compound is a generic or brand
name drug (as described under
§423.782).

(ii) For any non-Part D ingredient of
the Part D compound (including drugs
described under §423.104(f)(1)(ii)(A)),
the Part D sponsor’s contract with the
pharmacy must prohibit balance bill-
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ing the beneficiary for the cost of any
such ingredients.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 74 FR 2888, Jan. 16,
2009; 75 FR 19816, Apr. 15, 2010; 75 FR 32860,
June 10, 2010; 76 FR 21572, Apr. 15, 2011; 77 FR
22169, Apr. 12, 2012]

§423.124 Special rules for out-of-net-
work access to covered Part D
drugs at out-of-network phar-
macies.

(a) Out-of-network access to covered
part D drugs—(1) Out-of-network phar-
macy access. A Part D sponsor must en-
sure that Part D enrollees have ade-
quate access to covered Part D drugs
dispensed at out-of-network phar-
macies when the enrollees—

(i) Cannot reasonably be expected to
obtain such drugs at a network phar-
macy; and

(ii) Do not access covered Part D
drugs at an out-of-network pharmacy
on a routine basis.

(2) Physician’s office access. A Part D
sponsor must ensure that Part D en-
rollees have adequate access to vac-
cines and other covered Part D drugs
appropriately dispensed and adminis-
tered by a physician in a physician’s
office.

(b) Financial responsibility for out-of-
network access to covered Part D drugs. A
Part D sponsor that provides its Part D
enrollees with coverage other than de-
fined standard coverage may require
its Part D enrollees accessing covered
Part D drugs as provided in paragraph
(a) of this section to assume financial
responsibility for any differential be-
tween the out-of-network pharmacy’s
(or provider’s) usual and customary
price and the Part D sponsor’s plan al-
lowance, consistent with the require-
ments of §§423.104(d)(2)(iI)(B) and
423.104(e).

(c) Limits on out-of-network access to
covered Part D. A Part D sponsor must
establish reasonable rules to appro-
priately limit out-of-network access to
covered Part D drugs.

§423.128 Dissemination of Part D plan
information.

(a) Detailed description. A Part D
sponsor must disclose the information
specified in paragraph (b) of this sec-
tion in the manner specified by CMS—
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(1) To each enrollee of a Part D plan
offered by the Part D sponsor under
this part;

(2) In a clear, accurate, and standard-
ized form; and

(3) At the time of enrollment and at
least annually thereafter, 15 days be-
fore the annual coordinated election
period.

(b) Content of Part D plan description.
The Part D plan description must in-
clude the following information about
the qualified prescription drug cov-
erage offered under the Part D plan—

(1) Service area. The plan’s service
area.

(2) Benefits. The benefits
under the plan, including—

(i) Applicable conditions and limita-
tions.

(ii) Premiums.

(iii) Cost-sharing (such as copay-
ments,

deductibles, and coinsurance), and
cost-sharing for subsidy eligible indi-
viduals.

(iv) Any other conditions associated
with receipt or use of benefits.

(3) Cost-sharing. A description of how
a Part D eligible individual may obtain
more information on cost-sharing re-
quirements, including tiered or other
copayment levels applicable to each
drug (or class of drugs), in accordance
with paragraph (d) of this section.

(4) Formulary. Information about the
plan’s formulary, including-

(i) A list of drugs included on the
plan’s formulary;

(ii) The manner in which the for-
mulary (including any tiered formulary
structure and utilization management
procedures used) functions;

(iii) The process for obtaining an ex-
ception to a plan’s formulary or tiered
cost-sharing structure; and

(iv) A description of how a Part D eli-
gible individual may obtain additional
information on the formulary, in ac-
cordance with paragraph (d) of this sec-
tion.

(5) Access. The number, mix, and dis-
tribution (addresses) of network phar-
macies from which enrollees may rea-
sonably be expected to obtain covered
Part D drugs and how the Part D spon-
sor meets the requirements of
§423.120(a)(1) for access to covered Part
D drugs;
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(6) Out-of-network coverage. Provi-
sions for access to covered Part D
drugs at out-of-network pharmacies,
consistent with §423.124(a).

(7T Grievance, coverage determination,
and appeal procedures. All grievance,
coverage determination, and appeal
rights and procedures required under
§423.562 et. seq., including—

(i) Access to a uniform model form
used to request a coverage determina-
tion under §423.568 or §423.570, and a
uniform model form used to request a
redetermination under §423.582 or
§423.584, to the extent such uniform
model forms have been approved for
use by CMS;

(ii) Immediate access to the coverage
determination and redetermination
processes via an Internet Web site; and

(iii) A system that transmits codes to
network pharmacies so that the net-
work pharmacy is notified to populate
and/or provide a printed notice at the
point-of-sale to an enrollee explaining
how the enrollee can request a cov-
erage determination by contacting the
plan sponsor’s toll free customer serv-
ice line or by accessing the plan spon-
sor’s internet Web site.

(8) Quality assurance policies and pro-
cedures. A description of the quality as-
surance policies and procedures re-
quired under §423.153(c), as well as the
medication therapy management pro-
gram required under §423.153(d).

(9) Disenrollment rights and responsibil-
ities.

(10) Potential for contract termination.
The fact that a Part D sponsor may
terminate or refuse to renew its con-
tract, or reduce the service area in-
cluded in its contract, and the effect
that any of those actions may have on
individuals enrolled in a Part D plan;

(c) Disclosure upon request of general
coverage information, utilization, and
grievance information. Upon request of a
Part D eligible individual, a Part D
sponsor must provide the following in-
formation—

(1) General coverage information. Gen-
eral coverage information, including—

(1) Enrollment procedures. Information
and instructions on how to exercise
election options under this part;

(ii) Rights. A general description of
procedural rights (including grievance,
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coverage determination, reconsider-
ation, exceptions, and appeals proce-
dures) under this part;

(iii) Benefits. (A) Covered services
under the Part D plan;

(B) Any beneficiary cost-sharing,
such as deductibles, coinsurance, and
copayment amounts, including cost-
sharing for subsidy eligible individuals;

(C) Any maximum limitations on
out-of-pocket expenses;

(D) The extent to which an enrollee
may obtain benefits from out-of-net-
work providers;

(E) The types of pharmacies that par-
ticipate in the Part D plan’s network
and the extent to which an enrollee
may select among those pharmacies;
and

(F) The Part D plan’s out-of-network
pharmacy access policy.

(iv) Premiums;

(v) The Part D plan’s formulary;

(vi) The Part D plan’s service area;
and

(vii) Quality and performance indica-
tors for benefits under the Part D plan
as determined by CMS.

(2) The procedures the Part D sponsor
uses to control utilization of services
and expenditures.

(3) The number of disputes, and the
disposition in the aggregate, in a man-
ner and form described by CMS. These
disputes are categorized as—

(1) Grievances according to §423.564;

(ii) Appeals according to §423.580 et.
seq.; and

(iii) Exceptions according to §423.578.

(4) Financial condition of the Part D
sponsor, including the most recently
audited information regarding, at a
minimum, a description of the finan-
cial condition of the Part D sponsor of-
fering the Part D plan.

(d) Provision of specific information.
Each Part D sponsor offering qualified
prescription drug coverage under a
Part D plan must have mechanisms for
providing specific information on a
timely basis to current and prospective
enrollees upon request. These mecha-
nisms must include—

(1) A toll-free customer call center
that—

(i) Is open during usual business
hours.

(ii) Provides customer telephone
service, including to pharmacists, in
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accordance with standard business
practices.

(iii) Provides interpreters for non-
English speaking and limited English
proficient (LEP) individuals.

(iv) Provides immediate access to the
coverage determination and redeter-
mination processes.

(2) An Internet website that—

(i) Includes, at a minimum, the infor-
mation required in paragraph (b) of
this section.

(ii) Includes a current formulary for
its Part D plan, updated at least
monthly.

(iii) Provides current and prospective
Part D enrollees with at least 60 days
notice regarding the removal or change
in the preferred or tiered cost-sharing
status of a Part D drug on its Part D
plan’s formulary.

(3) The provision of information in
writing, upon request.

(e) Claims information. A Part D spon-
sor must furnish directly to enrollees,
in the manner specified by CMS and in
a form easily understandable to such
enrollees, a written explanation of ben-
efits when prescription drug benefits
are provided under qualified prescrip-
tion drug coverage. The explanation of
benefits must—

(1) List the item or service for which
payment was made and the amount of
the payment for each item or service.

(2) Include a notice of the individ-
ual’s right to request an itemized
statement.

(3) Include the cumulative, year-to-
date total amount of benefits provided,
in relation to—

(i) The deductible for the current
year.

(ii) The initial coverage limit for the
current year.

(iii) The annual out-of-pocket thresh-
old for the current year.

(4) Include the cumulative, year-to-
date total of incurred costs to the ex-
tent practicable.

(5) Include any applicable formulary
changes for which Part D plans are re-
quired to provide notice as described in
§423.120(b)(5).

(6) Be provided no later than the end
of the month following any month
when prescription drug benefits are
provided under this part, including the
covered Part D spending between the
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initial coverage limit described in
§423.104(d)(3) and the out-of-pocket
threshold described in §423.104(d)(5)(iii).

(f) Disclosure requirements. CMS may
require a Part D plan sponsor to dis-
close to its enrollees or potential en-
rollees, the Part D plan sponsor’s per-
formance and contract compliance de-
ficiencies in a manner specified by
CMS.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54222, Sept. 18, 2008; 74 FR 1544, Jan. 12,
2009; 75 FR 19818, Apr. 15, 2010; 76 FR 21573,
Apr. 15, 2011]

§423.132 Public disclosure of pharma-
ceutical prices for equivalent drugs.

(a) General requirements. Except as
provided under paragraph (c) of this
section, a Part D sponsor must require
a pharmacy that dispenses a covered
Part D drug to inform an enrollee of
any differential between the price of
that drug and the price of the lowest
priced generic version of that covered
Part D drug that is therapeutically
equivalent and bioequivalent and avail-
able at that pharmacy, unless the par-
ticular covered Part D drug being pur-
chased is the lowest-priced therapeuti-
cally equivalent and bioequivalent
version of that drug available at that
pharmacy.

(b) Timing of notice. Subject to para-
graph (d) of this section, the informa-
tion under paragraph (a) of this section
must be provided after the drug is dis-
pensed at the point of sale or, in the
case of dispensing by mail order, at the
time of delivery of the drug.

(c) Waiver of public disclosure require-
ment. CMS waives the requirement
under paragraph (a) of this section in
any of the following cases:

(1) An MA private fee-for-service plan
described in §422.4 of this chapter
that—

(i) Offers qualified prescription drug
coverage and provides plan enrollees
with access to covered Part D drugs
dispensed at all pharmacies, without
regard to whether they are contracted
network pharmacies; and

(ii) Does not charge additional cost-
sharing for access to covered Part D
drugs dispensed at out-of-network
pharmacies.

(2) An out-of-network pharmacy.

(3) An I/T/U network pharmacy.

42 CFR Ch. IV (10-1-12 Edition)

(4) A network pharmacy that is lo-
cated in any of the U.S. territories.

(5) A long-term care network phar-
macy.

(6) Other circumstances where CMS
deems compliance with the require-
ments of paragraph (a) of this section
to be impossible or impracticable.

(d) Modification of timing requirement.
CMS modifies the requirement under
paragraph (b) of this section under cir-
cumstances where CMS deems compli-
ance with this requirement to be im-
possible or impracticable.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010]

§423.136 Privacy, confidentiality, and
accuracy of enrollee records.

For any medical records or other
health and enrollment information it
maintains with respect to enrollees, a
PDP sponsor must establish procedures
to do the following—

(a) Abide by all Federal and State
laws regarding confidentiality and dis-
closure of medical records, or other
health and enrollment information.
The PDP sponsor must safeguard the
privacy of any information that identi-
fies a particular enrollee and have pro-
cedures that specify—

(1) For what purposes the informa-
tion is used within the organization;
and

(2) To whom and for what purposes it
discloses the information outside the
organization.

(b) Ensure that medical information
is released only in accordance with ap-
plicable Federal or State law, or under
court orders or subpoenas.

(c) Maintain the records and informa-
tion in an accurate and timely manner.

(d) Ensure timely access by enrollees
to the records and information that
pertain to them.

Subpart D—Cost Conirol and
Quality Improvement Require-
ments

§423.150 Scope.

This subpart sets forth the require-
ments relating to the following:

(a) Drug utilization management pro-
grams, quality assurance measures and
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