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a determination concerning the fol-
lowing: 

(i) The proposed new owner is in fact 
a successor in interest to the contract. 

(ii) Recognition of the new owner as 
a successor in interest to the contract 
is in the best interest of the Medicare 
program. 

(iii) The successor organization 
meets the requirements to qualify as a 
PDP sponsor under subpart K of this 
part. 

(b) Provisions of a novation agreement. 
A valid novation agreement requires 
the following: 

(1) Assumption of contract obligations. 
The new owner must assume all obliga-
tions under the contract. 

(2) Waiver of right to reimbursement. 
The previous owner must waive its 
rights to reimbursement for covered 
services furnished during the rest of 
the current contract period. 

(3) Guarantee of performance. The pre-
vious owner must— 

(i) Guarantee performance of the con-
tract by the new owner during the con-
tract period; or 

(ii) Post a performance bond that is 
satisfactory to CMS. 

(4) Records access. The previous owner 
must agree to make its books and 
records and other necessary informa-
tion available to the new owner and to 
CMS to permit an accurate determina-
tion of costs for the final settlement of 
the contract period. 

§ 423.553 Effect of leasing of a PDP 
sponsor’s facilities. 

(a) General effect of leasing. If a PDP 
sponsor leases all or part of its facili-
ties to another entity, the other entity 
does not acquire PDP sponsor status 
under section 1860D–12(b) of the Act. 

(b) Effect of lease of all facilities. (1) If 
a PDP sponsor leases all of its facilities 
to another entity, the contract termi-
nates. 

(2) If the other entity wishes to par-
ticipate in Medicare as a PDP sponsor, 
it must apply for and enter into a con-
tract in accordance with § 423.502. 

(c) Effect of partial lease of facilities. If 
the PDP sponsor leases part of its fa-
cilities to another entity, its contract 
with CMS remains in effect while CMS 
surveys the PDP sponsor to determine 
whether it continues to be in compli-

ance with the applicable requirements 
and qualifying conditions specified in 
subpart K of this part. 

Subpart M—Grievances, Cov-
erage Determinations, Rede-
terminations, and Reconsider-
ations 

§ 423.558 Scope. 

(a) This subpart sets forth the re-
quirements relating to the following: 

(1) Part D plan sponsors with respect 
to grievances, coverage determina-
tions, and redeterminations. 

(2) Part D IRE with respect to recon-
siderations. 

(3) Part D enrollees’ rights with re-
spect to grievances, coverage deter-
minations, redeterminations, and re-
considerations. 

(b) The requirements regarding re-
openings, ALJ hearings, MAC review, 
and Judicial review are set forth in 
subpart U of this chapter. 

[74 FR 65363, Dec. 9, 2009] 

§ 423.560 Definitions. 

As used in this subpart, unless the 
context indicates otherwise— 

Appeal means any of the procedures 
that deal with the review of adverse 
coverage determinations made by the 
Part D plan sponsor on the benefits 
under a Part D plan the enrollee be-
lieves he or she is entitled to receive, 
including delay in providing or approv-
ing the drug coverage (when a delay 
would adversely affect the health of 
the enrollee), or on any amounts the 
enrollee must pay for the drug cov-
erage, as defined in § 423.566(b). These 
procedures include redeterminations 
by the Part D plan sponsor, reconsider-
ations by the independent review enti-
ty, ALJ hearings, reviews by the Medi-
care Appeals Council (MAC), and judi-
cial reviews. 

Appointed representative means an in-
dividual either appointed by an en-
rollee or authorized under State or 
other applicable law to act on behalf of 
the enrollee in filing a grievance, ob-
taining a coverage determination, or in 
dealing with any of the levels of the ap-
peals process. Unless otherwise stated 
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in this subpart, the appointed rep-
resentative has all of the rights and re-
sponsibilities of an enrollee in filing a 
grievance, obtaining a coverage deter-
mination, or in dealing with any of the 
levels of the appeals process, subject to 
the rules described in part 422, subpart 
M of this chapter. 

Drug Use means an enrollee is receiv-
ing the drug in the course of treat-
ment, including time off if it is part of 
the treatment. 

Enrollee means a Part D eligible indi-
vidual who has elected or has been en-
rolled in a Part D plan. 

Grievance means any complaint or 
dispute, other than one that involves a 
coverage determination, expressing 
dissatisfaction with any aspect of the 
operations, activities, or behavior of a 
Part D plan sponsor, regardless of 
whether remedial action is requested. 

Other prescriber means a health care 
professional other than a physician 
who is authorized under State law or 
other applicable law to write prescrip-
tions. 

Physician has the meaning given the 
term in section 1861(r) of the Act. 

Projected value of a Part D drug or 
drugs includes any costs the enrollee 
could incur based on the number of re-
fills prescribed for the drug(s) in dis-
pute during the plan year. Projected 
value includes enrollee co-payments, 
all expenditures incurred after an en-
rollee’s expenditures exceed the initial 
coverage limit, and expenditures paid 
by other entities. 

Reconsideration means a review of an 
adverse coverage determination by an 
independent review entity (IRE), the 
evidence and findings upon which it 
was based, and any other evidence the 
enrollee submits or the IRE obtains. 

Redetermination means a review of an 
adverse coverage determination by a 
Part D plan sponsor, the evidence and 
findings upon which it is based, and 
any other evidence the enrollee sub-
mits or the Part D plan sponsor ob-
tains. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12, 
2009] 

§ 423.562 General provisions. 
(a) Responsibilities of the Part D plan 

sponsor. A Part D plan sponsor must 
meet all of the following requirements. 

(1) A Part D plan sponsor, for each 
Part D plan that it offers, must estab-
lish and maintain— 

(i) A grievance procedure as de-
scribed in § 423.564 for addressing issues 
that do not involve coverage deter-
minations; 

(ii) Use a single, uniform exceptions 
and appeals process which includes, 
procedures for accepting oral and writ-
ten requests for coverage determina-
tions and redeterminations that are in 
accordance with § 423.128 (b)(7) and 
(d)(1)(iii). 

(iii) A procedure for making timely 
coverage determinations, including de-
terminations on requests for excep-
tions to a tiered cost-sharing structure 
or to a formulary; and 

(iv) Appeal procedures that meet the 
requirements of this subpart for issues 
that involve coverage determinations. 

(2) A Part D plan sponsor must en-
sure that all enrollees receive written 
information about the— 

(i) Grievance and appeal procedures 
that are available to them through the 
Part D plan sponsor; and 

(ii) Complaint process available to 
the enrollee under the QIO process as 
set forth under section 1154(a)(14) of the 
Act. 

(3) A Part D plan sponsor must ar-
range with its network pharmacies to 
distribute notices instructing enrollees 
how to contact their plans to obtain a 
coverage determination or request an 
exception if they disagree with the in-
formation provided by the pharmacist. 
These notices must comply with the 
standards established in 
§ 423.128(b)(7)(iii). 

(4) In accordance with subpart K of 
this part, if the Part D plan sponsor 
delegates any of its responsibilities 
under this subpart to another entity or 
individual through which the Part D 
plan sponsor provides covered benefits, 
the Part D plan sponsor is ultimately 
responsible for ensuring that the entity 
or individual satisfies the relevant re-
quirements of this subpart. 

(5) A Part D plan sponsor must em-
ploy a medical director who is respon-
sible for ensuring the clinical accuracy 
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of all coverage determinations and re-
determinations involving medical ne-
cessity. The medical director must be a 
physician with a current and unre-
stricted license to practice medicine in 
a State, Territory, Commonwealth of 
the United States (that is, Puerto 
Rico), or the District of Columbia. 

(b) Rights of enrollees. In accordance 
with the provisions of this subpart, en-
rollees have all of the following rights 
under Part D plans: 

(1) The right to have grievances be-
tween the enrollee and the Part D plan 
sponsor heard and resolved by the plan 
sponsor, as described in § 423.564. 

(2) The right to a timely coverage de-
termination by the Part D plan spon-
sor, as specified in § 423.566 and § 423.568, 
including the right to request from the 
Part D plan sponsor an exception to its 
tiered cost-sharing structure or for-
mulary, as specified in § 423.578. 

(3) The right to request from the Part 
D plan sponsor an expedited coverage 
determination, as specified in § 423.570. 

(4) If dissatisfied with any part of a 
coverage determination, all of the fol-
lowing appeal rights: 

(i) The right to a redetermination of 
the adverse coverage determination by 
the Part D plan sponsor, as specified in 
§ 423.580. 

(ii) The right to request an expedited 
redetermination, as provided under 
§ 423.584. 

(iii) If, as a result of a redetermina-
tion, a Part D plan sponsor affirms, in 
whole or in part, its adverse coverage 
determination, the right to a reconsid-
eration or expedited reconsideration by 
an independent review entity (IRE) 
contracted by CMS, as specified in 
§ 423.600. 

(iv) If the IRE affirms the plan’s ad-
verse coverage determination, in whole 
or in part, the right to an ALJ hearing 
if the amount in controversy meets the 
requirements in § 423.1970. 

(v) If the ALJ affirms the IRE’s ad-
verse coverage determination, in whole 
or in part, the right to request MAC re-
view of the ALJ hearing decision, as 
specified in § 423.1974. 

(vi) If the MAC affirms the ALJ’s ad-
verse coverage determination, in whole 
or in part, the right to judicial review 
of the hearing decision if the amount 

in controversy meets the requirements 
in § 423.1976. 

(c) When other regulations apply. Un-
less this subpart provides otherwise, 
the regulations in part 422, subpart M 
of this chapter (concerning the admin-
istrative review and hearing processes 
under titles II and XVIII, and represen-
tation of parties under title XVIII of 
the Act) and any interpretive rules or 
CMS rulings issued under these regula-
tions, apply under this subpart to the 
extent they are appropriate. 

(d) Relation to ERISA Requirements. 
Consistent with section 1860D–22(b) of 
the Act, provisions of this subpart 
may, to the extent applicable under the 
regulations adopted by the Secretary 
of Labor, apply to claims for benefits 
under group health plans subject to the 
Employee Retirement Income Security 
Act. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009; 76 FR 21575, Apr. 15, 
2011] 

§ 423.564 Grievance procedures. 
(a) General rule. Each Part D plan 

sponsor must provide meaningful pro-
cedures for timely hearing and resolv-
ing grievances between enrollees and 
the Part D plan sponsor or any other 
entity or individual through whom the 
Part D plan sponsor provides covered 
benefits under any Part D plan it of-
fers. 

(b) Distinguished from appeals. Griev-
ance procedures are separate and dis-
tinct from appeal procedures, which ad-
dress coverage determinations as de-
fined in § 423.566(b). Upon receiving a 
complaint, a Part D plan sponsor must 
promptly determine and inform the en-
rollee whether the complaint is subject 
to its grievance procedures or its ap-
peal procedures. 

(c) Distinguished from the quality im-
provement organization complaint proc-
ess. Under section 1154(a)(14) of the Act, 
the quality improvement organization 
(QIO) must review enrollees’ written 
complaints about the quality of serv-
ices they have received under the Medi-
care program. This process is separate 
and distinct from the grievance proce-
dures of the Part D plan sponsor. For 
quality of care issues, an enrollee may 
file a grievance with the Part D plan 
sponsor, file a written complaint with 
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the QIO, or both. For any complaint 
submitted to a QIO, the Part D plan 
sponsor must cooperate with the QIO 
in resolving the complaint. 

(d) Method for filing a grievance. (1) An 
enrollee may file a grievance with the 
Part D plan sponsor either orally or in 
writing. 

(2) An enrollee must file a grievance 
no later than 60 calendar days after the 
event or incident that precipitates the 
grievance. 

(e) Grievance disposition and notifica-
tion. (1) The Part D plan sponsor must 
notify the enrollee of its decision as ex-
peditiously as the case requires, based 
on the enrollee’s health status, but no 
later than 30 calendar days after the 
date the Part D plan sponsor receives 
the oral or written grievance. 

(2) The Part D plan sponsor may ex-
tend the 30 calendar day timeframe by 
up to 14 calendar days if the enrollee 
requests the extension or if the Part D 
plan sponsor justifies a need for addi-
tional information and documents how 
the delay is in the interest of the en-
rollee. When the Part D plan sponsor 
extends the deadline, it must imme-
diately notify the enrollee in writing of 
the reason(s) for the delay. 

(3) The Part D plan sponsor must in-
form the enrollee of the disposition of 
the grievance in accordance with the 
following procedures: 

(i) All grievances submitted in writ-
ing must be responded to in writing. 

(ii) Grievances submitted orally may 
be responded to either orally or in 
writing, unless the enrollee requests a 
written response. 

(iii) All grievances related to quality 
of care, regardless of how the grievance 
is filed, must be responded to in writ-
ing. The response must include a de-
scription of the enrollee’s right to file 
a written complaint with the QIO. For 
any complaint submitted to a QIO, the 
Part D plan sponsor must cooperate 
with the QIO in resolving the com-
plaint. 

(f) Expedited grievances. A Part D plan 
sponsor must respond to an enrollee’s 
grievance within 24 hours if the com-
plaint involves a refusal by the Part D 
plan sponsor to grant an enrollee’s re-
quest for an expedited coverage deter-
mination under § 423.570 or an expedited 
redetermination under § 423.584, and the 

enrollee has not yet purchased or re-
ceived the drug that is in dispute. 

(g) Record keeping. The Part D plan 
sponsor must have an established proc-
ess to track and maintain records on 
all grievances received both orally and 
in writing, including, at a minimum, 
the date of receipt, final disposition of 
the grievance, and the date that the 
enrollee was notified of the disposition. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.566 Coverage determinations. 
(a) Responsibilities of the Part D plan 

sponsor. Each Part D plan sponsor must 
have a procedure for making timely 
coverage determinations in accordance 
with the requirements of this subpart 
regarding the prescription drug bene-
fits an enrollee is entitled to receive 
under the plan, including basic pre-
scription drug coverage as specified in 
§ 423.100 and supplemental benefits as 
specified in § 423.104(f)(1)(ii), and the 
amount, including cost sharing, if any, 
that the enrollee is required to pay for 
a drug. The Part D plan sponsor must 
have a standard procedure for making 
determinations, in accordance with 
§ 423.568, and an expedited procedure for 
situations in which applying the stand-
ard procedure may seriously jeopardize 
the enrollee’s life, health, or ability to 
regain maximum function, in accord-
ance with § 423.570. 

(b) Actions that are coverage determina-
tions. The following actions by a Part D 
plan sponsor are coverage determina-
tions: 

(1) A decision not to provide or pay 
for a Part D drug (including a decision 
not to pay because the drug is not on 
the plan’s formulary, because the drug 
is determined not to be medically nec-
essary, because the drug is furnished 
by an out-of-network pharmacy, or be-
cause the Part D plan sponsor deter-
mines that the drug is otherwise ex-
cludable under section 1862(a) of the 
Act if applied to Medicare Part D) that 
the enrollee believes may be covered by 
the plan; 

(2) Failure to provide a coverage de-
termination in a timely manner, when 
a delay would adversely affect the 
health of the enrollee; 

(3) A decision concerning an excep-
tions request under § 423.578(a); 
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(4) A decision concerning an excep-
tions request under § 423.578(b); or 

(5) A decision on the amount of cost 
sharing for a drug. 

(c) Who can request a coverage deter-
mination. Individuals who can request 
a standard or expedited coverage deter-
mination are— 

(1) The enrollee; 
(2) The enrollee’s appointed rep-

resentative, on behalf of the enrollee; 
or 

(3) The prescribing physician or other 
prescriber, on behalf of the enrollee. 

(d) Who must review coverage deter-
minations. If the Part D plan sponsor 
expects to issue a partially or fully ad-
verse medical necessity (or any sub-
stantively equivalent term used to de-
scribe the concept of medical neces-
sity) decision based on the initial re-
view of the request, the coverage deter-
mination must be reviewed by a physi-
cian or other appropriate health care 
professional with sufficient medical 
and other expertise, including knowl-
edge of Medicare coverage criteria, be-
fore the Part D plan sponsor issues the 
coverage determination decision. The 
physician or other health care profes-
sional must have a current and unre-
stricted license to practice within the 
scope of his or her profession in a 
State, Territory, Commonwealth of the 
United States (that is, Puerto Rico), or 
the District of Columbia. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1546, Jan. 12, 2009; 76 FR 21576, Apr. 15, 
2011] 

§ 423.568 Standard timeframe and no-
tice requirements for coverage de-
terminations. 

(a) Method and place for filing a re-
quest. An enrollee must ask for a stand-
ard coverage determination by making 
a request with the Part D plan sponsor 
in accordance with the following: 

(1) Except as specified in paragraph 
(a)(2) of this section, the request may 
be made orally or in writing. 

(2) Requests for payment must be 
made in writing (unless the Part D 
plan sponsor has implemented a vol-
untary policy of accepting oral pay-
ment requests). 

(3) The Part D plan sponsor must es-
tablish and maintain a method of docu-

menting all oral requests and retain 
the documentation in the case file. 

(b) Timeframe for requests for drug ben-
efits. When a party makes a request for 
a drug benefit, the Part D plan sponsor 
must notify the enrollee (and the pre-
scribing physician or other prescriber 
involved, as appropriate) of its deter-
mination as expeditiously as the en-
rollee’s health condition requires, but 
no later than 72 hours after receipt of 
the request, or, for an exceptions re-
quest, the physician’s or other pre-
scriber’s supporting statement. 

(c) Timeframe for requests for payment. 
When a party makes a request for pay-
ment, the Part D plan sponsor must no-
tify the enrollee of its determination 
and make payment (when applicable) 
no later than 14 calendar days after re-
ceipt of the request. 

(d) Written notice for favorable deci-
sions by a Part D plan sponsor. If a Part 
D plan sponsor makes a completely fa-
vorable decision under paragraph (b) of 
this section, it must give the enrollee 
written notice of the determination. 
The initial notice may be provided 
orally, so long as a written follow-up 
notice is sent within 3 calendar days of 
the oral notification. 

(e) Form and content of the approval 
notice. The notice of any approval 
under paragraph (d) of this section 
must explain the conditions of the ap-
proval in a readable and understand-
able form. 

(f) Written notice for denials by a Part 
D plan sponsor. If a Part D plan sponsor 
decides to deny a drug benefit, in whole 
or in part, it must give the enrollee 
written notice of the determination. 
The initial notice may be provided 
orally, so long as a written follow-up 
notice is mailed to the enrollee within 
3 calendar days of the oral notification. 

(g) Form and content of the denial no-
tice. The notice of any denial under 
paragraph (f) of this section must meet 
the following requirements: 

(1) Use approved notice language in a 
readable and understandable form. 

(2) State the specific reasons for the 
denial. 

(i) For drug coverage denials, de-
scribe both the standard and expedited 
redetermination processes, including 
the enrollee’s right to, and conditions 
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for, obtaining an expedited redeter-
mination and the rest of the appeals 
process. 

(ii) For payment denials, describe the 
standard redetermination process and 
the rest of the appeals process. 

(3) Inform the enrollee of his or her 
right to a redetermination. 

(4) Comply with any other notice re-
quirements specified by CMS. 

(h) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan 
sponsor fails to notify the enrollee of 
its determination in the appropriate 
timeframe under paragraphs (b) or (c) 
of this section, the failure constitutes 
an adverse coverage determination, 
and the plan sponsor must forward the 
enrollee’s request to the IRE within 24 
hours of the expiration of the adjudica-
tion timeframe. 

[75 FR 19823, Apr. 15, 2010, as amended at 76 
FR 21576, Apr. 15, 2011] 

§ 423.570 Expediting certain coverage 
determinations. 

(a) Request for expedited determination. 
An enrollee or an enrollee’s prescribing 
physician or other prescriber may re-
quest that a Part D plan sponsor expe-
dite a coverage determination involv-
ing issues described in § 423.566(b) of 
this part. This does not include re-
quests for payment of Part D drugs al-
ready furnished. 

(b) How to make a request. (1) To ask 
for an expedited determination, an en-
rollee or an enrollee’s prescribing phy-
sician or other prescriber on behalf of 
the enrollee must submit an oral or 
written request directly to the Part D 
plan sponsor or, if applicable, to the 
entity responsible for making the de-
termination, as directed by the Part D 
plan sponsor. 

(2) A prescribing physician or other 
prescriber may provide oral or written 
support for an enrollee’s request for an 
expedited determination. 

(c) How the Part D plan sponsor must 
process requests. The Part D plan spon-
sor must establish and maintain the 
following procedures for processing re-
quests for expedited determinations: 

(1) An efficient and convenient means 
for accepting oral or written requests 
submitted by enrollees, prescribing 
physicians, or other prescribers. 

(2) A method for documenting all oral 
requests and maintaining the docu-
mentation in the case file; and 

(3) A means for issuing prompt deci-
sions on expediting a determination, 
based on the following requirements: 

(i) For a request made by an enrollee, 
provide an expedited determination if 
it determines that applying the stand-
ard timeframe for making a determina-
tion may seriously jeopardize the life 
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion. 

(ii) For a request made or supported 
by an enrollee’s prescribing physician 
or other prescriber, provide an expe-
dited determination if the physician or 
other prescriber indicates that apply-
ing the standard timeframe for making 
a determination may seriously jeop-
ardize the life or health of the enrollee 
or the enrollee’s ability to regain max-
imum function. 

(d) Actions following denial. If a Part 
D plan sponsor denies a request for ex-
pedited determination, it must take 
the following actions: 

(1) Make the determination within 
the 72-hour timeframe established in 
§ 423.568(b) for a standard determina-
tion. The 72-hour period begins on the 
day the Part D plan sponsor receives 
the request for expedited determina-
tion, or, for an exceptions request, the 
physician’s or other prescriber’s sup-
porting statement. 

(2) Give the enrollee and prescribing 
physician or other prescriber prompt 
oral notice of the denial that— 

(i) Explains that the Part D plan 
sponsor must process the request using 
the 72 hour timeframe for standard de-
terminations; 

(ii) Informs the enrollee of the right 
to file an expedited grievance if he or 
she disagrees with the decision by the 
Part D plan sponsor not to expedite; 

(iii) Informs the enrollee of the right 
to resubmit a request for an expedited 
determination with the prescribing 
physician’s or other prescriber’s sup-
port and 

(iv) Provides instructions about the 
plan’s grievance process and its time-
frames. 

(3) Subsequently deliver to the en-
rollee, within 3 calendar days, equiva-
lent written notice. 
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(e) Actions on accepted requests for ex-
pedited determination. If a Part D plan 
sponsor grants a request for expedited 
determination, it must make the deter-
mination and give notice in accordance 
with § 423.572. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12, 
2009; 75 FR 19823, Apr. 15, 2010] 

§ 423.572 Timeframes and notice re-
quirements for expedited coverage 
determinations. 

(a) Timeframe for determination and 
notification. Except as provided in para-
graph (b) of this section, a Part D plan 
sponsor that approves a request for ex-
pedited determination must make its 
determination and notify the enrollee 
(and the prescribing physician or other 
prescriber involved, as appropriate) of 
its decision, whether adverse or favor-
able, as expeditiously as the enrollee’s 
health condition requires, but no later 
than 24 hours after receiving the re-
quest, or, for an exceptions request, the 
physician’s or other prescriber’s sup-
porting statement. 

(b) Confirmation of oral notice. If the 
Part D plan sponsor first notifies an 
enrollee of an adverse or favorable ex-
pedited determination orally, it must 
mail written confirmation to the en-
rollee within 3 calendar days of the 
oral notification. 

(c) Content of the notice of expedited 
determination. (1) If the determination 
is completely favorable to the enrollee, 
the notice must explain the conditions 
of the approval in a readable and un-
derstandable form. 

(2) If the determination is not com-
pletely favorable to the enrollee, the 
notice must— 

(i) Use approved language in a read-
able and understandable form; 

(ii) State the specific reasons for the 
denial; 

(iii) Inform the enrollee of his or her 
right to a redetermination; 

(iv) Describe— 
(A) Both the standard and expedited 

redetermination processes, including 
the enrollee’s right to request an expe-
dited redetermination; 

(B) Conditions for obtaining an expe-
dited redetermination; and 

(C) Other aspects of the appeal proc-
ess. 

(d) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan 
sponsor fails to notify the enrollee of 
its determination in the timeframe 
specified in paragraph (a) of this sec-
tion, the failure constitutes an adverse 
coverage determination, and the Part 
D plan sponsor must forward the en-
rollee’s request to the IRE within 24 
hours of the expiration of the adjudica-
tion timeframe. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1564, Jan. 12, 2009; 75 FR 19823, Apr. 15, 
2010] 

§ 423.576 Effect of a coverage deter-
mination. 

The coverage determination is bind-
ing on the Part D plan sponsor and the 
enrollee unless it is reviewed and re-
vised under § 423.580 through § 423.604 
and § 423.1970 through § 423.1976 or is re-
opened and revised under § 423.1978. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.578 Exceptions process. 
(a) Requests for exceptions to a plan’s 

tiered cost-sharing structure. Each Part 
D plan sponsor that provides prescrip-
tion drug benefits for Part D drugs and 
manages this benefit through the use 
of a tiered formulary must establish 
and maintain reasonable and complete 
exceptions procedures subject to CMS’ 
approval for this type of coverage de-
termination. The Part D plan sponsor 
grants an exception whenever it deter-
mines that the non-preferred drug for 
treatment of the enrollee’s condition is 
medically necessary, consistent with 
the physician’s or other prescriber’s 
statement under paragraph (a)(4) of 
this section. 

(1) The exceptions procedures must 
address situations where a formulary’s 
tiering structure changes during the 
year and an enrollee is using a drug af-
fected by the change. 

(2) The exceptions criteria of a Part 
D plan sponsor must include, but are 
not limited to— 

(i) A description of the criteria a 
Part D plan sponsor uses to evaluate a 
determination made by the enrollee’s 
prescribing physician or other pre-
scriber under paragraph (a)(4) of this 
section. 
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(ii) Consideration of whether the re-
quested Part D drug that is the subject 
of the exceptions request is the thera-
peutic equivalent, as defined in 
§ 423.100, of any other drug on the plan’s 
formulary. 

(iii) Consideration of the number of 
drugs on the plan’s formulary that are 
in the same class and category as the 
requested prescription drug that is the 
subject of the exceptions request. 

(3) An enrollee or the enrollee’s pre-
scribing physician or other prescriber 
may file a request for an exception. 

(4) A prescribing physician or other 
prescriber must provide an oral or 
written supporting statement that the 
preferred drug for the treatment of the 
enrollee’s conditions— 

(i) Would not be as effective for the 
enrollee as the requested drug; 

(ii) Would have adverse effects for 
the enrollee; or 

(iii) Both paragraphs (a)(4)(i) and 
(a)(4)(ii) of this section apply. 

(5) If the physician or other pre-
scriber provides an oral supporting 
statement, the Part D plan sponsor 
may require the physician or other pre-
scriber to subsequently provide a writ-
ten supporting statement to dem-
onstrate the medical necessity of the 
drug. The Part D plan sponsor may re-
quire the prescribing physician or 
other prescriber to provide additional 
supporting medical documentation as 
part of the written follow-up. 

(6) In no case is a Part D plan sponsor 
required to cover a non-preferred drug 
at the generic drug cost-sharing level if 
the plan maintains a separate tier dedi-
cated to generic drugs. 

(7) If a Part D plan sponsor maintains 
a formulary tier in which it places very 
high cost and unique items, such as 
genomic and biotech products, the 
sponsor may design its exception proc-
ess so that very high cost or unique 
drugs are not eligible for a tiering ex-
ception. 

(b) Request for exceptions involving a 
non-formulary Part D drug. Each Part D 
plan sponsor that provides prescription 
drug benefits for Part D drugs and 
manages this benefit through the use 
of a formulary must establish and 
maintain exceptions procedures subject 
to CMS’ approval for receipt of an off- 
formulary drug. The Part D plan spon-

sor must grant an exception whenever 
it determines that the drug is medi-
cally necessary, consistent with the 
physician’s or other prescriber’s state-
ment under paragraph (b)(5) of this sec-
tion, and that the drug would be cov-
ered but for the fact that it is an off- 
formulary drug. Formulary use in-
cludes the application of cost utiliza-
tion tools, such as a dose restriction, 
including the dosage form, that causes 
a particular Part D drug not to be cov-
ered for the number of doses prescribed 
or a step therapy requirement that 
causes a particular Part D drug not to 
be covered until the requirements of 
the plan’s coverage policy are met, or a 
therapeutic substitution requirement. 

(1) The plan’s formulary exceptions 
process must address each of the fol-
lowing circumstances: 

(i) Situations where a formulary 
changes during the year, and situations 
where an enrollee is already using a 
given drug. 

(ii) Continued coverage of a par-
ticular Part D prescription drug that 
the Part D plan sponsor is dis-
continuing coverage on the formulary 
for reasons other than safety or be-
cause the Part D prescription drug can-
not be supplied by or was withdrawn 
from the market by the drug’s manu-
facturer. 

(iii) An exception to a plan’s cov-
erage policy that causes a Part D pre-
scription drug not to be covered be-
cause of cost utilization tools, such as 
a requirement for step therapy, dosage 
limitations, or therapeutic substi-
tution. 

(2) The exception criteria of a Part D 
plan sponsor must include, but are not 
limited to— 

(i) A description of the criteria a 
Part D plan sponsor uses to evaluate a 
prescribing physician’s or other pre-
scriber’s determination made under 
paragraph (b)(5) of this section; 

(ii) A process for gathering and com-
paring applicable medical and sci-
entific evidence on the safety and ef-
fectiveness of the requested non-for-
mulary drug with the formulary drug 
for the enrollee, including safety infor-
mation generated by an authoritative 
government body; and 
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(iii) A description of the cost-sharing 
scheme that will be applied when cov-
erage is provided for a non-formulary 
drug. 

(3) If the Part D plan sponsor covers 
a non-formulary drug, the cost(s) in-
curred by the enrollee for that drug are 
treated as being included for purposes 
of calculating and meeting the annual 
out-of-pocket threshold. 

(4) An enrollee, the enrollee’s ap-
pointed representative, or the pre-
scribing physician or other prescriber 
(on behalf of the enrollee) may file a 
request for an exception. 

(5) A prescribing physician or other 
prescriber must provide an oral or 
written supporting statement that the 
requested prescription drug is medi-
cally necessary to treat the enrollee’s 
disease or medical condition because— 

(i) All of the covered Part D drugs on 
any tier of a plan’s formulary for treat-
ment for the same condition would not 
be as effective for the enrollee as the 
non-formulary drug, would have ad-
verse effects for the enrollee, or both; 

(ii) The prescription drug alter-
native(s) listed on the formulary or re-
quired to be used in accordance with 
step therapy requirements— 

(A) Has been ineffective in the treat-
ment of the enrollee’s disease or med-
ical condition or, based on both sound 
clinical evidence and medical and sci-
entific evidence and the known rel-
evant physical or mental characteris-
tics of the enrollee and known charac-
teristics of the drug regimen, is likely 
to be ineffective or adversely affect the 
drug’s effectiveness or patient compli-
ance; or 

(B) Has caused or based on sound 
clinical evidence and medical and sci-
entific evidence, is likely to cause an 
adverse reaction or other harm to the 
enrollee; or 

(iii) The number of doses that is 
available under a dose restriction for 
the prescription drug has been ineffec-
tive in the treatment of the enrollee’s 
disease or medical condition or, based 
on both sound clinical evidence and 
medical and scientific evidence and the 
known relevant physical or mental 
characteristics of the enrollee and 
known characteristics of the drug regi-
men, is likely to be ineffective or ad-

versely affect the drug’s effectiveness 
or patient compliance. 

(6) If the physician or other pre-
scriber provides an oral supporting 
statement, the Part D plan sponsor 
may require the physician or other pre-
scriber to subsequently provide a writ-
ten supporting statement. The Part D 
plan sponsor may require the pre-
scribing physician or other prescriber 
to provide additional supporting med-
ical documentation as part of the writ-
ten follow-up. 

(c) Requirements for exceptions—(1) 
General rule. A decision by a Part D 
plan sponsor concerning an exceptions 
request under this section constitutes 
a coverage determination as specified 
at § 423.566. 

(2) When a Part D plan sponsor does 
not make a timely decision. If the Part 
D plan sponsor fails to make a decision 
on an exceptions request and provide 
notice of the decision within the time-
frame required under § 423.568(a) or 
§ 423.572(a), as applicable, the failure 
constitutes an adverse coverage deter-
mination, and the Part D plan sponsor 
must forward the enrollee’s request to 
the IRE within 24 hours of the expira-
tion of the adjudication timeframe. 

(3) When a tiering exceptions request is 
approved. Whenever an exceptions re-
quest made under § 423.578(a) is ap-
proved, the Part D plan sponsor must 
provide coverage for the approved pre-
scription drug at the cost-sharing level 
that applies for preferred drugs, and 
may not require the enrollee to request 
approval for a refill, or a new prescrip-
tion to continue using the Part D pre-
scription drug after the refills for the 
initial prescription are exhausted, as 
long as— 

(i) The enrollee’s prescribing physi-
cian or other prescriber continues to 
prescribe the drug. 

(ii) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and 

(iii) The enrollment period has not 
expired. If an enrollee renews his or her 
membership after the plan year, the 
plan may choose to continue coverage 
into the subsequent plan year. 

(4) When a non-formulary exceptions 
request is approved. Whenever an excep-
tions request made under § 423.578(b) is 
approved— 
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(i) The Part D plan sponsor may not 
require the enrollee to request ap-
proval for a refill, or a new prescription 
to continue using the Part D prescrip-
tion drug after the refills for the initial 
prescription are exhausted, as long as— 

(A) The enrollee’s prescribing physi-
cian or other prescriber continues to 
prescribe the drug; 

(B) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and 

(C) The enrollment period has not ex-
pired. If an enrollee renews his or her 
membership after the plan year, the 
plan may choose to continue coverage 
into the subsequent plan year. 

(ii) The Part D plan sponsor must not 
establish a special formulary tier or 
co-payment or other cost-sharing re-
quirement that is applicable only to 
prescription drugs approved for cov-
erage under this section. 

(iii) An enrollee may not request a 
tiering exception for a non-formulary 
prescription drug approved under 
§ 423.578(b). 

(d) Notice regarding formulary changes. 
Whenever a Part D plan sponsor re-
moves a covered part D drug from its 
formulary or makes any changes in the 
preferred or tiered cost-sharing status 
of such a drug, the Part D plan sponsor 
must provide notice in accordance with 
§ 423.120(b)(5). 

(e) Limitation of the exceptions proce-
dures to Part D drugs. Nothing in this 
section may be construed to allow an 
enrollee to use the exceptions processes 
set out in this section to request or be 
granted coverage for a prescription 
drug that does not meet the definition 
of a Part D drug. 

(f) Implication of the physician’s or 
other prescriber’s supporting statement. 
Nothing in this section should be con-
strued to mean that the physician’s or 
other prescriber’s supporting state-
ment required for an exceptions re-
quest will result in an automatic favor-
able decision. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1546, Jan. 12, 2009] 

§ 423.580 Right to a redetermination. 
An enrollee who has received a cov-

erage determination (including one 
that is reopened and revised as de-
scribed in § 423.1978) may request that 

it be redetermined under the proce-
dures described in § 423.582, which ad-
dress requests for a standard redeter-
mination. The prescribing physician or 
other prescriber (acting on behalf of an 
enrollee), upon providing notice to the 
enrollee, may request a standard rede-
termination under the procedures de-
scribed in § 423.582. An enrollee or an 
enrollee’s prescribing physician or 
other prescriber (acting on behalf of an 
enrollee) may request an expedited re-
determination as specified in § 423.584. 

[74 FR 1547, Jan. 12, 2009, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.582 Request for a standard rede-
termination. 

(a) Method and place for filing a re-
quest. An enrollee or an enrollee’s pre-
scribing physician or other prescriber 
(acting on behalf of the enrollee) must 
ask for a redetermination by making a 
written request with the Part D plan 
sponsor that made the coverage deter-
mination. The Part D plan sponsor 
may adopt a policy for accepting oral 
requests. 

(b) Timeframe for filing a request. Ex-
cept as provided in paragraph (c) of 
this section, a request for a redeter-
mination must be filed within 60 cal-
endar days from the date of the notice 
of the coverage determination. 

(c) Extending the time for filing a re-
quest—(1) General rule. If an enrollee or 
prescribing physician or other pre-
scriber acting on behalf of an enrollee 
shows good cause, the Part D plan 
sponsor may extend the timeframe for 
filing a request for redetermination. 

(2) How to request an extension of time-
frame. If the 60 calendar day period in 
which to file a request for a redeter-
mination has expired, an enrollee or a 
prescribing physician or other pre-
scriber acting on behalf of an enrollee 
may file a request for redetermination 
and extension of time frame with the 
Part D plan sponsor. The request for 
redetermination and to extend the 
timeframe must— 

(i) Be in writing; and 
(ii) State why the request for redeter-

mination was not filed on time. 
(d) Withdrawing a request. The person 

who files a request for redetermination 
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may withdraw it by filing a written re-
quest with the Part D sponsor. 

[74 FR 1547, Jan. 12, 2009, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.584 Expediting certain redeter-
minations. 

(a) Who may request an expedited rede-
termination. An enrollee or an enrollee’s 
prescribing physician or other pre-
scriber may request that a Part D plan 
sponsor expedite a redetermination 
that involves the issues specified in 
§ 423.566(b). (This does not include re-
quests for payment of drugs already 
furnished.) 

(b) How to make a request. (1) To ask 
for an expedited redetermination, an 
enrollee or a prescribing physician or 
other prescriber acting on behalf of an 
enrollee must submit an oral or writ-
ten request directly to the Part D plan 
sponsor or, if applicable, to the entity 
responsible for making the redeter-
mination, as directed by the Part D 
plan sponsor. 

(2) A prescribing physician or other 
prescriber may provide oral or written 
support for an enrollee’s request for an 
expedited redetermination. 

(c) How the Part D plan sponsor must 
process requests. The Part D plan spon-
sor must establish and maintain the 
following procedures for processing re-
quests for expedited redetermination: 

(1) Handling of requests. The Part D 
plan sponsor must establish an effi-
cient and convenient means for indi-
viduals to submit oral or written re-
quests, document all oral requests in 
writing, and maintain the documenta-
tion in the case file. 

(2) Prompt decision making. The Part 
D plan sponsor must promptly decide 
whether to expedite the redetermina-
tion or follow the timeframe for stand-
ard redetermination based on the fol-
lowing requirements: 

(i) For a request made by an enrollee, 
the Part D plan sponsor must provide 
an expedited redetermination if it de-
termines that applying the standard 
timeframe for making a redetermina-
tion may seriously jeopardize the life 
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion. 

(ii) For a request made or supported 
by a prescribing physician or other pre-

scriber, the Part D plan sponsor must 
provide an expedited redetermination 
if the physician or other prescriber in-
dicates that applying the standard 
timeframe for conducting a redeter-
mination may seriously jeopardize the 
life or health of the enrollee or the en-
rollee’s ability to regain maximum 
function. 

(d) Actions following denial of a re-
quest. If a Part D plan sponsor denies a 
request for expedited redetermination, 
it must take the following actions: 

(1) Make the determination within 
the 7 calendar day timeframe estab-
lished in § 423.590(a). The 7 calendar day 
period begins the day the Part D plan 
sponsor receives the request for expe-
dited redetermination. 

(2) Give the enrollee prompt oral no-
tice of the denial that— 

(i) Explains that the Part D plan 
sponsor processes the enrollee’s request 
using the 7 calendar day timeframe for 
standard redetermination; 

(ii) Informs the enrollee of the right 
to file an expedited grievance if he or 
she disagrees with the decision by the 
Part D plan sponsor not to expedite; 

(iii) Informs the enrollee of the right 
to resubmit a request for an expedited 
redetermination with the prescribing 
physician’s or other prescriber’s sup-
port; and 

(iv) Provides instructions about the 
expedited grievance process and its 
timeframes. 

(3) Subsequently deliver, within three 
calendar days, equivalent written no-
tice. 

(e) Action following acceptance of a re-
quest. If a Part D plan sponsor grants a 
request for expedited redetermination, 
it must conduct the redetermination 
and give notice in accordance with 
§ 423.590(d). 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 74 FR 1547, Jan. 12, 
2009; 74 FR 65363, Dec. 9, 2009] 

§ 423.586 Opportunity to submit evi-
dence. 

The Part D plan sponsor must pro-
vide the enrollee or the prescribing 
physician or other prescriber, as appro-
priate, with a reasonable opportunity 
to present evidence and allegations of 
fact or law, related to the issue in dis-
pute, in person as well as in writing. In 
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the case of an expedited redetermina-
tion, the opportunity to present evi-
dence is limited by the short time-
frame for making a decision. There-
fore, the Part D plan sponsor must in-
form the enrollee or the prescribing 
physician or other prescriber of the 
conditions for submitting the evidence. 

[74 FR 1548, Jan. 12, 2009] 

§ 423.590 Timeframes and responsi-
bility for making redeterminations. 

(a) Standard redetermination—request 
for covered drug benefits. (1) If the Part 
D plan sponsor makes a redetermina-
tion that is completely favorable to the 
enrollee, the Part D plan sponsor must 
notify the enrollee in writing of its re-
determination (and effectuate it in ac-
cordance with § 423.636(a)(1)) as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 7 cal-
endar days from the date it receives 
the request for a standard redetermina-
tion. 

(2) If the Part D plan sponsor makes 
a redetermination that affirms, in 
whole or in part, its adverse coverage 
determination, it must notify the en-
rollee in writing of its redetermination 
as expeditiously as the enrollee’s 
health condition requires, but no later 
than 7 calendar days from the date it 
receives the request for a standard re-
determination. 

(b) Standard redetermination—request 
for payment. (1) If the Part D plan spon-
sor makes a redetermination that is 
completely favorable to the enrollee, 
the Part D plan sponsor must issue its 
redetermination (and effectuate it in 
accordance with § 423.636(a)(2)) no later 
than 7 calendar days from the date it 
receives the request for redetermina-
tion. 

(2) If the Part D plan sponsor affirms, 
in whole or in part, its adverse cov-
erage determination, it must notify the 
enrollee in writing of its redetermina-
tion no later than 7 calendar days from 
the date it receives the request for re-
determination. 

(c) Effect of failure to meet timeframe 
for standard redeterminations. If the 
Part D plan sponsor fails to provide the 
enrollee with a redetermination within 
the timeframes specified in paragraphs 
(a) or (b) of this section, the failure 
constitutes an adverse redetermination 

decision, and the Part D plan sponsor 
must forward the enrollee’s request to 
the IRE within 24 hours of the expira-
tion of the adjudication timeframe. 

(d) Expedited redetermination—(1) 
Timeframe. A Part D plan sponsor that 
approves a request for expedited rede-
termination must complete its redeter-
mination and give the enrollee (and the 
prescribing physician or other pre-
scriber involved, as appropriate), no-
tice of its decision as expeditiously as 
the enrollee’s health condition requires 
but no later than 72 hours after receiv-
ing the request. 

(2) Confirmation of oral notice. If the 
Part D plan sponsor first notifies an 
enrollee of an adverse or favorable ex-
pedited redetermination orally, it must 
mail written confirmation to the en-
rollee within 3 calendar days of the 
oral notification. 

(3) How the Part D plan sponsor must 
request additional information. If the 
Part D plan sponsor must receive med-
ical information, the Part D plan spon-
sor must request the necessary infor-
mation within 24 hours of the initial 
request for an expedited redetermina-
tion. Regardless of whether the Part D 
plan sponsor requests additional infor-
mation, the Part D plan sponsor is re-
sponsible for meeting the timeframe 
and notice requirements. 

(e) Failure to meet timeframe for expe-
dited redetermination. If the Part D plan 
sponsor fails to provide the enrollee or 
the prescribing physician or other pre-
scriber, as appropriate, with the results 
of its expedited redetermination within 
the timeframe described in paragraph 
(d) of this section, the failure con-
stitutes an adverse redetermination de-
cision, and the Part D plan sponsor 
must forward the enrollee’s request to 
the IRE within 24 hours of the expira-
tion of the adjudication timeframe. 

(f) Who must conduct the review of an 
adverse coverage determination. (1) A per-
son or persons who were not involved 
in making the coverage determination 
must conduct the redetermination. 

(2) When the issue is the denial of 
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept 
of medical necessity), the redetermina-
tion must be made by a physician with 
expertise in the field of medicine that 
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is appropriate for the services at issue. 
The physician making the redeter-
mination need not, in all cases, be of 
the same specialty or subspecialty as 
the prescribing physician or other pre-
scriber. 

(g) Form and content of an adverse re-
determination notice. The notice of any 
adverse determination under para-
graphs (a)(2), (b)(2), (d)(1) or (d)(2) of 
this section must— 

(1) Use approved notice language in a 
readable and understandable form; 

(2) State the specific reasons for the 
denial; 

(3) Inform the enrollee of his or her 
right to a reconsideration; 

(i) For adverse drug coverage redeter-
minations, describe both the standard 
and expedited reconsideration proc-
esses, including the enrollee’s right to, 
and conditions for, obtaining an expe-
dited reconsideration and the rest of 
the appeals process; 

(ii) For adverse payment redeter-
minations, describe the standard recon-
sideration process and the rest of the 
appeals process; and 

(4) Comply with any other notice re-
quirements specified by CMS. 

(h) Form and content of a completely 
favorable redetermination notice. The no-
tice of any completely favorable deter-
mination under paragraphs (a)(1), (d)(1) 
or (d)(2) of this section must explain 
the conditions of the approval in a 
readable and understandable form. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1548, Jan. 12, 2009; 75 FR 19823, Apr. 15, 
2010] 

§ 423.600 Reconsideration by an inde-
pendent review entity (IRE). 

(a) An enrollee who is dissatisfied 
with the redetermination of a Part D 
plan sponsor has a right to a reconsid-
eration by an independent review enti-
ty that contracts with CMS. An en-
rollee must file a written request for 
reconsideration with the IRE within 60 
calendar days of the date of the rede-
termination by the Part D plan spon-
sor. 

(b) When an enrollee files an appeal, 
the IRE is required to solicit the views 
of the prescribing physician or other 
prescriber. The IRE may solicit the 
views of the prescribing physician or 
other prescriber orally or in writing. A 

written account of the prescribing phy-
sician’s or other prescriber’s views 
(prepared by either the prescribing 
physician, other prescriber, or IRE, as 
appropriate) must be contained in the 
IRE’s record. 

(c) In order for an enrollee to request 
an IRE reconsideration of a determina-
tion by a Part D plan sponsor not to 
provide for a Part D drug that is not on 
the formulary, the prescribing physi-
cian or other prescriber must deter-
mine that all covered Part D drugs on 
any tier of the formulary for treatment 
of the same condition would not be as 
effective for the individual as the non- 
formulary drug, would have adverse ef-
fects for the individual, or both. 

(d) The independent review entity 
must conduct the reconsideration as 
expeditiously as the enrollee’s health 
condition requires but must not exceed 
the deadlines applicable in § 423.590, in-
cluding those deadlines that are appli-
cable when a request for an expedited 
reconsideration is received and grant-
ed. 

(e) When the issue is the denial of 
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept 
of medical necessity), the reconsider-
ation must be made by a physician 
with expertise in the field of medicine 
that is appropriate for the services at 
issue. The physician making the recon-
sideration need not, in all cases, be of 
the same specialty or subspecialty as 
the prescribing physician or other pre-
scriber. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 1548, Jan. 12, 2009; 74 FR 65363, Dec. 9, 
2009] 

§ 423.602 Notice of reconsideration de-
termination by the independent re-
view entity. 

(a) Responsibility for the notice. When 
the IRE makes its reconsideration de-
termination, it is responsible for mail-
ing a notice of its determination to the 
enrollee and the Part D plan sponsor, 
and for sending a copy to CMS. 

(b) Content of the notice. The notice 
must— 

(1) State the specific reasons for the 
IRE’s decision in understandable lan-
guage; 
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(2) If the reconsideration determina-
tion is adverse (that is, does not com-
pletely reverse the adverse coverage 
determination by the Part D plan spon-
sor), inform the enrollee of his or her 
right to an ALJ hearing if the amount 
in controversy meets the threshold re-
quirement under § 423.1970; 

(3) Describe the procedures that must 
be followed to obtain an ALJ hearing; 
and 

(4) Comply with any other require-
ments specified by CMS. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.604 Effect of a reconsideration 
determination. 

A reconsideration determination is 
final and binding on the enrollee and 
the Part D plan sponsor, unless the en-
rollee files a request for a hearing 
under the provisions of § 423.1972. 

[70 FR 4525, Jan. 28, 2005, as amended at 74 
FR 65363, Dec. 9, 2009] 

§ 423.610—§ 423.634 [Reserved] 

§ 423.636 How a Part D plan sponsor 
must effectuate standard redeter-
minations, reconsiderations, or de-
cisions. 

(a) Reversals by the Part D plan spon-
sor—(1) Requests for benefits. If, on rede-
termination of a request for benefit, 
the Part D plan sponsor reverses its 
coverage determination, the Part D 
plan sponsor must authorize or provide 
the benefit under dispute as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 7 cal-
endar days from the date it receives 
the request for redetermination. 

(2) Requests for payment. If, on rede-
termination of a request for payment, 
the Part D plan sponsor reverses its 
coverage determination, the Part D 
plan sponsor must authorize payment 
for the benefit within 7 calendar days 
from the date it receives the request 
for redetermination, and make pay-
ment no later than 30 calendar days 
after the date the plan sponsor receives 
the request for redetermination. 

(b) Reversals other than by the Part D 
plan sponsor—(1) Requests for benefits. If, 
on appeal of a request for benefit, the 
determination by the Part D plan spon-
sor is reversed in whole or in part by 

the independent review entity, or at a 
higher level of appeal, the Part D plan 
sponsor must authorize or provide the 
benefit under dispute within 72 hours 
from the date it receives notice revers-
ing the determination. The Part D plan 
sponsor must inform the independent 
review entity that the Part D plan 
sponsor has effectuated the decision. 

(2) Requests for payment. If, on appeal 
of a request for payment, the deter-
mination by the Part D plan sponsor is 
reversed in whole or in part by the 
independent review entity, or at a 
higher level of appeal, the Part D plan 
sponsor must authorize payment for 
the benefit within 72 hours, but make 
payment no later than 30 calendar days 
from the date it receives notice revers-
ing the coverage determination. The 
Part D plan sponsor must inform the 
independent review entity that the 
Part D plan sponsor has effectuated the 
decision. 

§ 423.638 How a Part D plan sponsor 
must effectuate expedited redeter-
minations or reconsiderations. 

(a) Reversals by the Part D plan spon-
sor. If, on an expedited redetermination 
of a request for benefits, the Part D 
plan sponsor reverses its coverage de-
termination, the Part D plan sponsor 
must authorize or provide the benefit 
under dispute as expeditiously as the 
enrollee’s health condition requires, 
but no later than 72 hours after the 
date the Part D plan sponsor receives 
the request for redetermination. 

(b) Reversals other than by the Part D 
plan sponsor. If the expedited deter-
mination or expedited redetermination 
for benefits by the Part D plan sponsor 
is reversed in whole or in part by the 
independent review entity, or at a 
higher level of appeal, the Part D plan 
sponsor must authorize or provide the 
benefit under dispute as expeditiously 
as the enrollee’s health condition re-
quires but no later than 24 hours from 
the date it receives notice reversing 
the determination. The Part D plan 
sponsor must inform the independent 
review entity that the Part D plan 
sponsor has effectuated the decision. 
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