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specified entities is satisfied by the 

Part D sponsor’s compliance with 

§ 423.128(d)(2). 

(2) Advance general notice of immediate 
negative formulary changes. In the case 

of immediate negative formulary 

changes described in paragraph (e)(2) of 

this section, a Part D sponsor must 

provide advance general notice to all 

current and prospective enrollees and 

other specified entities in its for-

mulary and other applicable bene-

ficiary communication materials ad-

vising that the Part D sponsor may 

make immediate negative formulary 

changes consistent with the require-

ments of paragraph (e)(2) at any time. 

Such advance general notice must in-

clude information about how to access 

the plan’s online formulary; about how 

to contact the plan; and that written 

notice of any change made will de-

scribe the specific drugs involved. Ad-

vance general notice of immediate sub-

stitutions must also specify that the 

written notice will contain information 

on the steps that enrollees may take to 

request coverage determinations and 

exceptions. Advance general notice of 

immediate substitutions is provided to 

CMS during bid submission. Advance 

general notice of market withdrawals 

is provided to CMS in the advance no-

tice of immediate negative formulary 

changes that Part D sponsors provide 

to enrollees and other specified entities 

required earlier in this paragraph (f)(2). 

(3) Retrospective notice and update. In 

the case of a negative formulary 

change described in paragraph (e)(2) of 

this section, the Part D sponsor must 
provide notice to other specified enti-
ties and written notice to affected en-
rollees as soon as possible, but no later 
than by the end of the month following 
any month in which the change takes 
effect. The requirement to provide no-
tice to other specified entities is satis-
fied by the Part D sponsor’s compli-
ance with § 423.128(d)(2). Part D spon-
sors also must submit such changes to 
CMS, in a form and manner specified 
by CMS, in their next required or 
scheduled formulary update. 

(4) Content of written notice: Any writ-
ten notice required under this para-
graph (other than advance general no-

tice) must contain all of the following 

information: 

(i) The name of the affected covered 

Part D drug. 

(ii) Whether the plan is removing the 

covered Part D drug from the for-

mulary, moving it to a higher cost- 

sharing tier, or adding or making more 

restrictive PA, ST, or QL require-

ments. 

(iii) The reason for the negative for-

mulary change. 

(iv) Appropriate alternative drugs on 

the formulary in the same or a lower 

cost-sharing tier and the expected cost 

sharing for those drugs. 

(v) For formulary changes other than 

those described in paragraph (e)(2)(ii) 

of this section, the means by which en-

rollees may obtain a coverage deter-

mination under § 423.566, including an 

exception to a coverage rule under 

§ 423.578. 

(5) Notice of other formulary changes. 

Part D sponsors provide appropriate 

notice of all formulary changes other 

than negative formulary changes by 

providing— 

(i) Advance general notice to all cur-

rent and prospective enrollees, CMS, 

and other specified entities in for-

mulary and other applicable bene-

ficiary communication materials ad-

vising them that the Part D sponsor 

may make formulary changes other 

than negative formulary changes at 

any time and providing information 

about how to access the plan’s online 

formulary and how to contact the plan; 

and 

(ii) Notice of specific formulary 

changes to other specified entities by 

complying with § 423.128(d)(2) and to 

CMS by submitting such changes to 

CMS in their next required or sched-

uled formulary update. 

[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; 79 FR 29962, May 23, 2014; 

80 FR 7963, Feb. 12, 2015; 80 FR 25966, May 6, 

2015; 83 FR 16738, Apr. 16, 2018; 84 FR 15840, 

Apr. 16, 2019; 84 FR 23883, May 23, 2019; 84 FR 

26579, June 7, 2019; 89 FR 30833, Apr. 23, 2024] 
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§ 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)(i)(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— 

(1) To each enrollee of a Part D plan 
offered by the Part D sponsor under 
this part, except as provided in para-
graph (b)(11)(ii) of this section; 

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

(3) At the time of enrollment and at 
least annually thereafter, by the first 

day of 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 offered 
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 in-
dividuals. 

(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; 

(6) Out-of-network coverage. Provi-
sions for access to covered Part D 
drugs at out-of-network pharmacies, 
consistent with § 423.124(a). 

(7) Grievance, coverage determination, 
and appeal procedures. All grievance, 
coverage determination, and appeal 
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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; 

(11) Opioid information. (i) Beginning 
January 1, 2022, and subject to para-
graph (b)(11)(ii) of this section, a Part 
D sponsor must disclose to each en-
rollee at least once per year the fol-
lowing: 

(A) The risks associated with pro-
longed opioid use. 

(B) Coverage of non-pharmacological 
therapies, devices, and non-opioid 
medications— 

(1) In the case of an MA–PD, under 
such plan; and 

(2) In the case of a PDP, under such 
plan and Medicare Parts A and B. 

(ii) The Part D sponsor may elect to, 
in lieu of disclosing the information 
described in paragraph (b)(11)(i) of this 
section to each enrollee under each 
plan offered by the Part D sponsor 
under this part, disclose such informa-

tion to a subset of enrollees, such as 
enrollees who have been prescribed an 
opioid in the previous 2-year period. 

(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— 

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

(ii) Rights. A general description of 
procedural rights (including grievance, 
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— 

(i) 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 
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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. 

(A) For coverage beginning on and 
after January 1, 2022, is open at least 
from 8:00 a.m. to 8:00 p.m. in all regions 
served by the Part D plan, with the fol-
lowing exceptions: 

(1) From October 1 through March 31 
of the following year, a customer call 
center may be closed on Thanksgiving 
Day and Christmas Day so long as the 
interactive voice response (IVR) sys-
tem or similar technology records mes-
sages from incoming callers and such 
messages are returned within one (1) 
business day. 

(2) From April 1 through September 
30, a customer call center may be 
closed any Federal holiday, Saturday, 
or Sunday, so long as the interactive 
voice response (IVR) system or similar 
technology records messages from in-
coming callers and such messages are 
returned within one (1) business day. 

(B) For coverage beginning on and 
after January 1, 2022, any call center 
serving pharmacists or pharmacies 
must be open so long as any network 
pharmacy in that region is open. 

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

(A) For coverage beginning on and 
after January 1, 2022, limits average 
hold time to 2 minutes. The hold time 
is defined as the time spent on hold by 
callers following the interactive voice 
response (IVR) system, touch-tone re-
sponse system, or recorded greeting, 
before reaching a live person. 

(B) For coverage beginning on and 
after January 1, 2022, answers 80 per-
cent of incoming calls within 30 sec-
onds after the interactive voice re-

sponse (IVR), touch-tone response sys-
tem, or recorded greeting interaction. 

(C) For coverage beginning on and 
after January 1, 2022, limits the dis-
connect rate of all incoming calls to 5 
percent. The disconnect rate is defined 
as the number of calls unexpectedly 
dropped divided by the total number of 
calls made to the customer call center. 

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

(B) For coverage beginning on and 
after January 1, 2022, interpreters must 
be available for 80 percent of incoming 
calls requiring an interpreter within 8 
minutes of reaching the customer serv-
ice representative and be made avail-
able at no cost to the caller. 

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

(v) At a minimum, for coverage be-
ginning on and after January 1, 2022: 

(A) Provides effective real-time com-
munication with individuals using aux-
iliary aids and services, including 
TTYs and all forms of Federal Commu-
nication Commission-approved tele-
communications relay systems, when 
using automated-attendant systems. 
See 28 CFR 35.161 and 36.303(d). 

(B) Establishes contact with a cus-
tomer service representative within 7 
minutes on no fewer than 80 percent of 
incoming calls requiring TTY services. 

(vi) For coverage beginning on and 
after January 1, 2022, provides the in-
formation described in paragraph (d)(4) 
of this section to enrollees who call the 
customer service call center. 

(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 notice that is 
timely under § 423.120(f) regarding any 
negative formulary changes on its Part 
D plan’s formulary. 

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

(4) Beginning on January 1, 2023, a 
Part D sponsor must implement, and 
make available directly to enrollees, in 
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an easy to understand manner, the fol-
lowing complete, accurate, timely, 
clinically appropriate, patient-specific 
formulary and benefit real-time infor-
mation in their beneficiary-specific 
portal or computer application: 

(i) Enrollee cost sharing amounts. 
(ii) Formulary medication alter-

natives for a given condition. 
(iii) Formulary status, including uti-

lization management requirements ap-
plicable to each alternative medica-
tion, as appropriate for each enrollee 
and medication presented. 

(5) The Part D sponsor may provide 
rewards and incentives to enrollees 
who use the beneficiary real time ben-
efit tool (RTBT) described in paragraph 
(d)(4) of this section, provided the re-
wards and incentives comply with the 
requirements in paragraphs (d)(5)(i) 
through (vi) of this section, and the re-
wards and incentives information is 
made available to CMS upon request. 
Use is defined as logging into the 
RTBT, via portal or computer applica-
tion, or calling the customer service 
call center to obtain the information 
described in paragraph (d)(4) of this 
section. The rewards and incentives 
must meet the following: 

(i) Be of reasonable value, both indi-
vidually and in the aggregate. 

(ii) Be designed so that all enrollees 
are eligible to earn rewards and incen-
tives, and that there is no discrimina-
tion based on race, color, national ori-
gin, including limited English pro-
ficiency, sex, age, disability, chronic 
disease, health status, or other prohib-
ited basis. 

(iii) Not be offered in the form of 
cash or other cash equivalents. 

(iv) Not be used to target potential 
enrollees. 

(v) Be earned solely for logging onto 
the beneficiary RTBT and not for any 
other purpose. 

(vi) Otherwise comply with all rel-
evant fraud and abuse laws, including, 
when applicable, the anti-kickback 
statute and civil money penalty pro-
hibiting inducements to beneficiaries. 

(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) For each prescription drug claim, 
must include the cumulative percent-
age increase (if any) in the negotiated 
price since the first claim of the cur-
rent benefit year and therapeutic alter-
natives with lower cost-sharing, when 
available as determined by the plan, 
from the applicable approved plan for-
mulary. 

(6) Include any negative formulary 
changes applicable to an enrollee for 
which Part D plans are required to pro-
vide notice as described in § 423.120(f). 

(7) 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 
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. 

(g) Changes in rules. If a Part D spon-
sor intends to change its rules for a 
Part D plan, it must do all of the fol-
lowing: 

(1) Submit the changes for CMS re-
view under the procedures of Subpart V 
of this part. 

(2) For changes that take effect on 
January 1, notify all enrollees at least 
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