AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

(b) Adverse integrated reconsiderations.
(1) Subject to paragraph (b)(2) of this
section, when the applicable integrated
plan affirms, in whole or in part, its ad-
verse integrated organization deter-
mination involving a Medicare ben-
efit—

(i) The issues that remain in dispute
must be reviewed and resolved by an
independent, outside entity that con-
tracts with CMS, in accordance with
§§422.592 and 422.594 through 422.619;

(ii) For standard integrated reconsid-
erations, the applicable integrated plan
must prepare a written explanation
and send the case file to the inde-
pendent review entity contracted by
CMS, as expeditiously as the enrollee’s
health condition requires, but no later
than 30 calendar days from the date it
receives the request (or no later than
the expiration of an extension de-
scribed in §422.633(f)(3)). The applicable
integrated plan must make reasonable
and diligent efforts to assist in gath-
ering and forwarding information to
the independent entity; and

(iii) For expedited integrated recon-
siderations, the applicable integrated
plan must prepare a written expla-
nation and send the case file to the
independent review entity contracted
by CMS as expeditiously as the enroll-
ee’s health condition requires, but no
later than within 24 hours of its affir-
mation (or no later than the expiration
of an extension described in
§422.633(f)(3)). The applicable inte-
grated plan must make reasonable and
diligent efforts to assist in gathering
and forwarding information to the
independent entity.

(2) When the applicable integrated
plan affirms, in whole or in part, its ad-
verse integrated organization deter-
mination involving a Medicaid benefit,
the enrollee or other party (that is not
the applicable integrated plan) may
initiate a State fair hearing in the
timeframe specified in §438.408(f)(2) fol-
lowing the integrated plan’s notice of
resolution. If a provider is filing for a
State fair hearing on behalf of the en-
rollee as permitted by State law, the
provider needs the written consent of
the enrollee, if he or she has not al-
ready obtained such consent.

(c) Final determination. The reconsid-
ered determination of the applicable

§422.634

integrated plan is binding on all par-
ties unless it is appealed to the next
applicable level. In the event that the
enrollee pursues the appeal in multiple
forums and receives conflicting deci-
sions, the applicable integrated plan is
bound by, and must act in accordance
with, decisions favorable to the en-
rollee.

(d) Services not furnished while the ap-
peal is pending. (1) If an applicable inte-
grated plan reverses its decision to
deny, limit, or delay services that were
not furnished while the appeal was
pending, the applicable integrated plan
must authorize or provide the disputed
services promptly and as expeditiously
as the enrollee’s health condition re-
quires but no later than the earlier of—

(i) 72 hours from the date it reverses
its decision; or

(ii)(A) With the exception of a Part B
drug, 30 calendar days after the date
the applicable integrated plan receives
the request for the integrated reconsid-
eration (or no later than upon expira-
tion of an extension described in
§422.633(f)); or

(B) For a Part B drug, 7 calendar
days after the date the applicable inte-
grated plan receives the request for the
integrated reconsideration.

(2) For a Medicaid benefit, if a State
fair hearing officer reverses an applica-
ble integrated plan’s integrated recon-
sideration decision to deny, limit, or
delay services that were not furnished
while the appeal was pending, the ap-
plicable integrated plan must authorize
or provide the disputed services
promptly and as expeditiously as the
enrollee’s health condition requires but
no later than 72 hours from the date it
receives notice reversing the deter-
mination.

(3) Reversals by the Part C inde-
pendent review entity, an administra-
tive law judge or attorney adjudicator
at the Office of Medicare Hearings and
Appeals, or the Medicare Appeals Coun-
cil must be effectuated under same
timelines applicable to other MA plans
as specified in §§422.618 and 422.619.

(e) Services furnished while the appeal
is pending. If the applicable integrated
plan or the State fair hearing officer
reverses a decision to deny, limit, or
delay Medicaid-covered benefits, and
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the enrollee received the disputed serv-
ices while the integrated reconsider-
ation was pending, the applicable inte-
grated plan or the State must pay for
those services, in accordance with
State policy and regulations. If the ap-
plicable integrated plan reverses a de-
cision to deny, limit, or delay Medi-
care-covered benefits, and the enrollee
received the disputed services while
the integrated reconsideration was
pending, the applicable integrated plan
must pay for those services.

[63 FR 35107, June 26, 1998, as amended at 87
FR 27898, May 9, 2022]

Subpart N—Medicare Contract
Determinations and Appeails

SOURCE: 63 FR 35113, June 26, 1998, unless
otherwise noted.

§422.641 Contract determinations.

This subpart establishes the proce-
dures for making and reviewing the fol-
lowing contract determinations:

(a) A determination that an entity is
not qualified to enter into a contract
with CMS under Part C of title XVIII
of the Act.

(b) A determination not to authorize
a renewal of a contract with an MA or-
ganization in accordance with
§422.506(b).

(c) A determination to terminate a
contract with an MA organization in
accordance with §422.510(a).

(d) A determination that an entity is
not qualified to offer a Specialized MA
Plan for Special Needs Individuals as
defined in §§422.2 and 422.4(a)(1)(iv).

[63 FR 35113, June 26, 1998, as amended at 77
FR 22168, Apr. 12, 2012; 80 FR 7962, Feb. 12,
2015]

§422.644 Notice of contract determina-
tion.

(a) When CMS makes a contract de-
termination under §422.641, it gives the
MA organization written notice.

(b) The notice specifies—

(1) Reasons for the determination;
and

(2) The MA organization’s right to re-
quest a hearing.

(c) CMS-initiated  terminations—(1)
General rule. Except as provided in
paragraph (c)(2) of this section, CMS

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

mails notice to the MA organization 45
calendar days before the anticipated ef-
fective date of the termination.

(2) Exception. If a contract is termi-
nated in accordance with
§422.510(b)(2)(1) of this part, CMS noti-
fies the MA organization of the date
that it will terminate the MA organiza-
tion’s contract.

(d) When CMS determines that it will
not authorize a contract renewal, CMS
mails the notice to the MA organiza-
tion by August 1 of the current con-
tract year.

[63 FR 35113, June 26, 1998, as amended at 72
FR 68724, Dec. 5, 2007; 75 FR 19813, Apr. 15,
2010; 80 FR 7962, Feb. 12, 2015]

§422.646 Effect of contract determina-
tion.

The contract determination is final
and binding unless a timely request for
a hearing is filed under 422.662.

[72 FR 68724, Dec. 5, 2007]

§422.660 Right to a hearing, burden of
proof, standard of proof, and stand-
ards of review.

(a) Right to a hearing. The following
parties are entitled to a hearing:

(1) A contract applicant that has
been determined to be unqualified to
enter into a contract with CMS under
Part C of Title XVIII of the Act in ac-
cordance with §§422.501 and 422.502.

(2) An MA organization whose con-
tract has been terminated in accord-
ance with §422.510.

(3) An MA organization whose con-
tract has not been renewed in accord-
ance with §422.506.

(4) An MA organization who has had
an intermediate sanction imposed in
accordance with §422.752(a) through (b)
of this part.

(5) An applicant that has been deter-
mined to be unqualified to offer a Spe-
cialized MA Plan for Special Needs In-
dividuals.

(b) Burden of proof, standard of proof,
and standards of review at a hearing. (1)
During a hearing to review a contract
determination as described at
§422.641(a) of this subpart, the appli-
cant has the burden of proving by a
preponderance of the evidence that
CMS’ determination was inconsistent
with the requirements of §§422.501 and
422.502 of this part.
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