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appeal the IRE’s reconsidered deter-
mination to OMHA for an ALJ hearing,
the Council, or a Federal court, as pro-
vided for under this subpart.

(4) If on reconsideration the IRE de-
termines that coverage of provider
services should terminate on a given
date, the enrollee is liable for the costs
of continued services after that date
unless the IRE’s decision is reversed on
appeal. If the IRE’s decision is reversed
on appeal, the MA organization must
reimburse the enrollee, consistent with
the appealed decision, for the costs of
any covered services for which the en-
rollee has already paid the MA organi-
zation or provider.

[68 FR 16667, Apr. 4, 2003, as amended at 75
FR 19812, Apr. 15, 2010; 76 FR 21569, Apr. 15,
2011; 82 FR 5125, Jan. 17, 2017]

REQUIREMENTS APPLICABLE TO CERTAIN
INTEGRATED DUAL ELIGIBLE SPECIAL
NEEDS PLANS

SOURCE: 84 FR 15835, Apr. 16, 2019, unless
otherwise noted.

§422.629 General requirements for ap-
plicable integrated plans.

(a) Scope. The provisions in this sec-
tion and in §§422.630 through 422.634 set
forth requirements for unified appeals
and grievance processes with which ap-
plicable integrated plans must comply.
Beginning January 1, 2021, these provi-
sions apply to an applicable integrated
plan in lieu of §§422.564, 422.566(c) and
(d), and 422.568 through 422.590, and
422.618(a) and §§438.404 through 438.424
of this chapter; provisions governing
Part B drugs in §§422.568(b)(2),
422.570(d)(2), 422.572(a)(2), 422.584(d)(1),
422.590(c), and 422.590(e)(2) apply to an
applicable integrated plan.

(b) General process. An applicable in-
tegrated plan must create integrated
processes for enrollees for integrated
grievances, integrated organization de-
terminations, and integrated reconsid-
erations.

(c) State flexibilities. A State may, at
its discretion, implement standards for
timeframes or mnotice requirements
that are more protective for the en-
rollee than required by this section and
§§422.630 through 422.634. The contract
under §422.107 must include any stand-

§422.629

ards that differ from the standards set
forth in this section.

(d) Evidence. The applicable inte-
grated plan must do the following:

(1) Provide the enrollee—

(i) A reasonable opportunity, in per-
son and in writing, to present evidence
and testimony and make legal and fac-
tual arguments for integrated griev-
ances, and integrated reconsiderations;
and

(ii) Information on how evidence and
testimony should be presented to the
plan.

(2) Inform the enrollee of the limited
time available for presenting evidence
sufficiently in advance of the resolu-
tion timeframe for appeals as specified
in this section if the case is being con-
sidered under an expedited timeframe
for the integrated grievance or inte-
grated reconsideration.

(e) Assistance. In addition to the re-
quirements in §422.562(a)(5), the appli-
cable integrated plan must provide an
enrollee reasonable assistance in com-
pleting forms and taking other proce-
dural steps related to integrated griev-
ances and integrated appeals.

(f) Applicable requirements. The re-
quirements in §§422.560, 422.561, 422.562,
422.566, and 422.592 through 422.626
apply to an applicable integrated plan
unless otherwise provided in this sec-
tion or in §§422.630 through 422.634.

(g) Acknowledgement. The applicable
integrated plan must send to the en-
rollee written acknowledgement of in-
tegrated grievances and integrated re-
considerations upon receiving the re-
quest.

(h) Recordkeeping. (1) The applicable
integrated plan must maintain records
of integrated grievances and integrated
appeals. Each applicable integrated
plan that is a Medicaid managed care
organization must review the Med-
icaid-related information as part of its
ongoing monitoring procedures, as well
as for updates and revisions to the
State quality strategy.

(2) The record of each integrated
grievance or integrated appeal must
contain, at a minimum:

(i) A general description of the rea-
son for the integrated appeal or inte-
grated grievance.

(ii) The date of receipt.
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(iii) The date of each review or, if ap-
plicable, review meeting.

(iv) Resolution at each level of the
integrated appeal or integrated griev-
ance, if applicable.

(v) Date of resolution at each level, if
applicable.

(vi) Name of the enrollee for whom
the integrated appeal or integrated
grievance was filed.

(vii) Date the applicable integrated
plan notified the enrollee of the resolu-
tion.

(3) The record of each integrated
grievance or integrated appeal must be
accurately maintained in a manner ac-
cessible to the State and available
upon request to CMS.

(i) Prohibition on punitive action. Each
applicable integrated plan must ensure
that no punitive action is taken
against a provider that requests an in-
tegrated organization determination or
integrated reconsideration, or supports
an enrollee’s request for these actions.

(j) Information to providers and sub-
contractors. The applicable integrated
plan must provide information about
the integrated grievance and inte-
grated appeal system to all providers
and subcontractors at the time they
enter into a contract including, at min-
imum, information on integrated
grievance, integrated reconsideration,
and fair hearing procedures and time-
frames as applicable. Such information
must include the following:

(1) The right to file an integrated
grievance and integrated reconsider-
ation.

(2) The requirements and timeframes
for filing an integrated grievance or in-
tegrated reconsideration.

(3) The availability of assistance in
the filing process.

(k) Review decision-making require-
ments—(1) General rules. Individuals
making decisions on integrated appeals
and grievances must take into account
all comments, documents, records, and
other information submitted by the en-
rollee or their representative without
regard to whether such information
was submitted or considered in the ini-
tial adverse integrated organization
determination.

(2) Integrated grievances. Individuals
making decisions on integrated griev-
ances must be individuals who—

42 CFR Ch. IV (10-1-23 Edition)

(i) Were neither involved in any pre-
vious level of review or decision-mak-
ing nor a subordinate of any such indi-
vidual; and

(ii) If deciding any of the following,
have the appropriate clinical expertise
in treating the enrollee’s condition or
disease:

(A) A grievance regarding denial of
expedited resolution of an appeal.

(B) A grievance that involves clinical
issues.

(3) Integrated organization determina-
tions. If the applicable integrated plan
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 integrated or-
ganization determination must be re-
viewed by a physician or other appro-
priate health care professional with ex-
pertise in the field of medicine or
health care that is appropriate for the
services at issue, including knowledge
of Medicare and Medicaid coverage cri-
teria, before the applicable integrated
plan issues the integrated organization
determination decision. The physician
or health care professional reviewing
the request need not, in all cases, be of
the same specialty or subspecialty as
the treating physician or other health
care provider. The physician or other
health care professional must have a
current and unrestricted license to
practice within the scope of his or her
profession in a State, Territory, Com-
monwealth of the United States (that
is, Puerto Rico), or the District of Co-
lumbia.

(4) Integrated reconsideration deter-
minations. Individuals making an inte-
grated reconsideration determination
must be individuals who—

(i) Were neither involved in any pre-
vious level of review or decision-mak-
ing nor a subordinate of any such indi-
vidual; and

(ii) If deciding an appeal of a denial
that is based on lack of medical neces-
sity (or any substantively equivalent
term used to describe the concept of
medical necessity), are a physician or
other appropriate health care profes-
sional who have the appropriate clin-
ical expertise in treating the enrollee’s
condition or disease, and knowledge of
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Medicare and Medicaid coverage cri-
teria, before the applicable integrated
plan issues the integrated reconsider-
ation determination.

(1) Parties. (1) The following individ-
uals or entities can request an inte-
grated grievance, integrated organiza-
tion determination, and integrated re-
consideration, and are parties to the
case:

(i) The enrollee.

(ii) The enrollee’s representative, in-
cluding any person authorized under
State law.

(2) When the term ‘‘enrollee” is used
throughout §§422.629 through 422.634, it
includes providers that file a request
and authorized representatives con-
sistent with this paragraph, unless oth-
erwise specified.

(3) A provider who is providing treat-
ment to the enrollee may, upon pro-
viding notice to the enrollee, request a
standard or expedited pre-service inte-
grated reconsideration on behalf of an
enrollee.

(4) The following individuals or enti-
ties may request an integrated recon-
sideration and are parties to the case:

(i) An assignee of the enrollee (that
is, a physician or other provider who
has furnished or intends to furnish a
service to the enrollee and formally
agrees to waive any right to payment
from the enrollee for that service).

(ii) Any other provider or entity
(other than the applicable integrated
plan) who has an appealable interest in
the proceeding.

[84 FR 15835, Apr. 16, 2019, as amended at 84
FR 23883, May 23, 2019; 86 FR 6102, Jan. 19,
2021; 87 FR 27897, May 9, 2022; 88 FR 22335,
Apr. 12, 2023]

§422.630 Integrated grievances.

(a) General rule. In lieu of complying
with §422.564, and the grievance re-
quirements of §§438.402, 438.406, 438.408,
438.414, and 438.416 of this chapter, each
applicable integrated plan must com-
ply with this section. Each applicable
integrated plan must provide meaning-
ful procedures for timely hearing and
resolving integrated grievances be-
tween enrollees and the applicable in-
tegrated plan or any other entity or in-
dividual through which the applicable
integrated plan provides covered items
and services.

§422.630

(b) Timing. An enrollee may file an
integrated grievance at any time with
the applicable integrated plan.

(¢c) Filing. An enrollee may file an in-
tegrated grievance orally or in writing
with the applicable integrated plan, or
with the State for an integrated griev-
ance related to a Medicaid benefit, if
the State has a process for accepting
Medicaid grievances.

(d) Expedited grievances. An applicable
integrated plan must respond to an en-
rollee’s grievance within 24 hours if the
complaint involves the applicable inte-
grated plan’s—

(1) Decision to invoke an extension
relating to an integrated organization
determination or integrated reconsid-
eration; or

(2) Refusal to grant an enrollee’s re-
quest for an expedited integrated orga-
nization determination under §422.631
or expedited integrated reconsideration
under §422.633.

(e) Resolution and notice. (1) The ap-
plicable integrated plan must resolve
standard integrated grievances as expe-
ditiously as the case requires, based on
the enrollee’s health status, but no
later than 30 calendar days from the
date it receives the integrated griev-
ance.

(i) All integrated grievances sub-
mitted in writing must be responded to
in writing.

(ii) Integrated grievances submitted
orally may be responded to either oral-
ly or in writing, unless the enrollee re-
quests a written response.

(iii) All integrated grievances related
to quality of care, regardless of how
the integrated grievance is filed, must
be responded to in writing. The re-
sponse must include a description of
the enrollee’s right to file a written
complaint with the QIO with regard to
Medicare covered services. For any
complaint submitted to a QIO, the ap-
plicable integrated plan must cooper-
ate with the QIO in resolving the com-
plaint.

(2) The timeframe for resolving the
integrated grievance may be extended
by 14 calendar days if the enrollee re-
quests an extension or if the applicable
integrated plan justifies the need for
additional information and documents
how the delay is in the interest of the
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enrollee. When the applicable inte-
grated plan extends the timeframe, it
must—

(i) Make reasonable efforts to
promptly notify the enrollee orally of
the reasons for the delay; and

(ii) Send written notice to the en-
rollee of the reasons for the delay im-
mediately, but no later than within 2
calendar days of making the decision
to extend the timeframe to resolve the
integrated grievance. This notice must
explain the right to file an integrated
grievance if the enrollee disagrees with
the decision to delay.

§422.631 Integrated organization de-
terminations.

(a) General rule. An applicable inte-
grated plan must adopt and implement
a process for enrollees to request that
the plan make an integrated organiza-
tion determination. The process for re-
questing that the applicable integrated
plan make an integrated organization
determination must be the same for all
covered benefits. Timeframes and no-
tice requirements for integrated orga-
nization determinations for Part B
drugs are governed by the provisions
for Part B drugs in §§422.568(b)(2),
422.570(d)(2), and 422.572(a)(2).

(b) Requests. The enrollee, or a pro-
vider on behalf of an enrollee, may re-
quest an integrated organization deter-
mination orally or in writing, except
for requests for payment, which must
be in writing (unless the applicable in-
tegrated plan or entity responsible for
making the determination has imple-
mented a voluntary policy of accepting
verbal payment requests).

(c) Ezxpedited integrated organization
determinations. (1) An enrollee, or a pro-
vider on behalf of an enrollee, may re-
quest an expedited integrated organiza-
tion determination.

(2) The request can be oral or in writ-
ing.

(3) The applicable integrated plan
must complete an expedited integrated
organization determination when the
applicable integrated plan determines
(based on a request from the enrollee
or on its own) or the provider indicates
(in making the request on the enroll-
ee’s behalf or supporting the enrollee’s
request) that taking the time for a
standard resolution could seriously

42 CFR Ch. IV (10-1-23 Edition)

jeopardize the enrollee’s life, physical
or mental health, or ability to attain,
maintain, or regain maximum func-
tion.

(d) Timeframes and notice—(1) Inte-
grated organication determination notice.
(i) The applicable integrated plan must
send an enrollee a written notice of
any adverse decision on an integrated
organization determination (including
a determination to authorize a service
or item in an amount, duration, or
scope that is less than the amount pre-
viously requested or authorized for an
ongoing course of treatment) within
the timeframes set forth in this sec-
tion.

(ii) For an integrated organization
determination not reached within the
timeframes specified in this section
(which constitutes a denial and is thus
an adverse decision), the applicable in-
tegrated plan must send a notice on
the date that the timeframes expire.
Such notice must describe all applica-
ble Medicare and Medicaid appeal
rights.

(iii) Integrated organization deter-
mination notices must be written in
plain language, be available in a lan-
guage and format that is accessible to
the enrollee, and explain the following:

(A) The applicable integrated plan’s
determination.

(B) The date the determination was
made.

(C) The date the determination will
take effect.

(D) The reasons for the determina-
tion.

(E) The enrollee’s right to file an in-
tegrated reconsideration and the abil-
ity for someone else to file an appeal
on the enrollee’s behalf.

(F) Procedures for exercising enroll-
ee’s rights to an integrated reconsider-
ation.

(G) Circumstances under which expe-
dited resolution is available and how to
request it.

(H) If applicable, the enrollee’s rights
to have benefits continue pending the
resolution of the integrated appeal
process.

(2) Timing of notice—(i) Standard inte-
grated organization determinations. (A)
The applicable integrated plan must
send a notice of its integrated organi-
zation determination at least 10 days
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before the date of action (that is, be-
fore the date on which a termination,
suspension, or reduction becomes effec-
tive), in cases where a previously ap-
proved service is being reduced, sus-
pended, or terminated, except in cir-
cumstances where an exception is per-
mitted under §§431.213 and 431.214 of
this chapter.

(B) For other integrated organization
determinations that are not expedited
integrated organization determina-
tions, the applicable integrated plan
must send a notice of its integrated or-
ganization determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 14 cal-
endar days from when it receives the
request for the integrated organization
determination.

(ii) Extensions. The applicable inte-
grated plan may extend the timeframe
for a standard or expedited integrated
organization determination by up to 14
calendar days if—

(A) The enrollee or provider requests
the extension; or

(B) The applicable integrated plan
can show that—

(I) The extension is in the enrollee’s
interest; and

(2) There is need for additional infor-
mation and there is a reasonable likeli-
hood that receipt of such information
would lead to approval of the request,
if received.

(iii) Notices in cases of extension. (A)
When the applicable integrated plan
extends the timeframe, it must notify
the enrollee in writing of the reasons
for the delay as expeditiously as the
enrollee’s health condition requires but
no later than upon expiration of the ex-
tension, and inform the enrollee of the
right to file an expedited integrated
grievance if he or she disagrees with
the applicable integrated plan’s deci-
sion to grant an extension.

(B) If the applicable integrated plan
extends the timeframe for making its
integrated organization determination,
it must send the notice of its deter-
mination as expeditiously as the en-
rollee’s health condition requires and
no later than the date the extension
expires.

(iv) Expedited integrated organization
determinations. (A) The applicable inte-
grated plan must provide notice of its

§422.631

expedited integrated organization de-
termination as expeditiously as the en-
rollee’s health condition requires, but
no later than 72 hours after receiving
the request.

(B) If the applicable integrated plan
denies the request for an expedited in-
tegrated organization determination, it
must:

(I) Automatically transfer a request
to the standard timeframe and make
the determination within the 14-day
timeframe established in this para-
graph for a standard integrated organi-
zation determination. The 14-day pe-
riod begins with the day the applicable
integrated plan receives the request for
expedited integrated organization de-
termination.

(2) Give the enrollee prompt oral no-
tice of the denial and transfer and sub-
sequently deliver, within 3 calendar
days, a written letter that—

(1) Explains that the applicable inte-
grated plan will process the request
using the 14-day timeframe for stand-
ard integrated organization determina-
tions;

(i1) Informs the enrollee of the right
to file an expedited integrated griev-
ance if he or she disagrees with the ap-
plicable integrated plan’s decision not
to expedite;

(7ii) Informs the enrollee of the right
to resubmit a request for an expedited
integrated organization determination
with any physician’s support; and

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

(C) If the applicable integrated plan
must receive medical information from
noncontract providers, the applicable
integrated plan must request the nec-
essary information from the noncon-
tract provider within 24 hours of the
initial request for an expedited inte-
grated organization determination.
Noncontract providers must make rea-
sonable and diligent efforts to expedi-
tiously gather and forward all nec-
essary information to assist the appli-
cable integrated plan in meeting the
required timeframe. Regardless of
whether the applicable integrated plan
must request information from noncon-
tract providers, the applicable inte-
grated plan is responsible for meeting
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the timeframe and notice requirements
of this section.

(3) Timeframe for requests for payment.
The applicable integrated plan must
process requests for payment according
to the ‘“‘prompt payment’ provisions
set forth in §422.520.

(e) Dismissing a request. The applica-
ble integrated plan dismisses a stand-
ard or expedited integrated organiza-
tion determination request, either en-
tirely or as to any stated issue, under
any of the following circumstances:

(1) The individual or entity making
the request is not permitted to request
an integrated organization determina-
tion under §422.629(1).

(2) The applicable integrated plan de-
termines the party failed to make out
a valid request for an integrated orga-
nization determination that substan-
tially complies with paragraph (b) of
this section.

(3) An enrollee or the enrollee’s rep-
resentative files a request for an inte-
grated organization determination, but
the enrollee dies while the request is
pending, and both of the following
apply:

(i) The enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case.

(ii) No other individual or entity
with a financial interest in the case
wishes to pursue the integrated organi-
zation determination.

(4) A party filing the integrated orga-
nization determination request sub-
mits a timely request for withdrawal of
their request for an integrated organi-
zation determination with the applica-
ble integrated plan.

(f) Notice of dismissal. The applicable
integrated plan must mail or otherwise
transmit a written notice of the dis-
missal of the integrated organization
determination request to the parties.
The notice must state all of the fol-
lowing:

(1) The reason for the dismissal.

(2) The right to request that the ap-
plicable integrated plan vacate the dis-
missal action.

(3) The right to request reconsider-
ation of the dismissal.

(g) Vacating a dismissal. If good cause
is established, the applicable inte-
grated plan may vacate its dismissal of
a request for an integrated organiza-

42 CFR Ch. IV (10-1-23 Edition)

tion determination within 6 months
from the date of the notice of dis-
missal.

(h) Effect of dismissal. The dismissal of
a request for an integrated organiza-
tion determination is binding unless it
is modified or reversed by the applica-
ble integrated plan or vacated under
paragraph (g) of this section.

(i) Withdrawing a request. A party
that requests an integrated organiza-
tion determination may withdraw its
request at any time before the decision
is issued by filing a request with the
applicable integrated plan.

[84 FR 15835, Apr. 16, 2019, as amended at 84
FR 23883, May 23, 2019; 86 FR 6102, Jan. 19,
2021; 87 FR 27897, May 9, 2022]

§422.632 Continuation of benefits
while the applicable integrated
plan reconsideration is pending.

(a) Definition. As used in this section,
timely files means files for continu-
ation of benefits on or before the later
of the following:

(1) Within 10 calendar days of the ap-
plicable integrated plan sending the
notice of adverse integrated organiza-
tion determination.

(2) The intended effective date of the
applicable integrated plan’s proposed
adverse integrated organization deter-
mination.

(b) Continuation of benefits. The appli-
cable integrated plan must continue
the enrollee’s benefits under Parts A
and B of title XVIII and title XIX if all
of the following occur:

(1) The enrollee files the request for
an integrated appeal timely in accord-
ance with §422.633(d);

(2) The integrated appeal involves the
termination, suspension, or reduction
of previously authorized services;

(3) The services were ordered by an
authorized provider;

(4) The period covered by the original
authorization has not expired; and

(5) The enrollee timely files for con-
tinuation of benefits.

(¢) Duration of continued or reinstated
benefits. If, at the enrollee’s request,
the applicable integrated plan con-
tinues or reinstates the enrollee’s bene-
fits, as described in paragraph (b) of
this section, while the integrated re-
consideration is pending, the benefits
must be continued until—
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(1) The enrollee withdraws the re-
quest for an integrated reconsider-
ation;

(2) The applicable integrated plan
issues an integrated reconsideration
that is unfavorable to the enrollee re-
lated to the benefit that has been con-
tinued;

(3) For an appeal involving Medicaid
benefits—

(i) The enrollee fails to file a request
for a State fair hearing and continu-
ation of benefits, within 10 calendar
days after the applicable integrated
plan sends the notice of the integrated
reconsideration;

(ii) The enrollee withdraws the ap-
peal or request for a State fair hearing;
or

(iii) A State fair hearing office issues
a hearing decision adverse to the en-
rollee.

(d) Recovery of costs. In the event the
appeal or State fair hearing is adverse
to the enrollee—

(1) The applicable integrated plan or
State agency may not pursue recovery
for costs of services furnished by the
applicable integrated plan pending the
integrated reconsideration, to the ex-
tent that the services were furnished
solely under of the requirements of this
section.

(2) If, after the integrated reconsider-
ation decision is final, an enrollee re-
quests that Medicaid services continue
through a State fair hearing, state
rules on recovery of costs, in accord-
ance with the requirements of
§438.420(d) of this chapter, apply for
costs incurred for services furnished
pending appeal subsequent to the date
of the integrated reconsideration deci-
sion.

[84 FR 15835, Apr. 16, 2019, as amended at 86
FR 6103, Jan. 19, 2021]

§422.633 Integrated reconsiderations.

(a) General rule. An applicable inte-
grated plan may only have one level of
integrated reconsideration for an en-
rollee.

(b) External medical reviews. If a State
has established an external medical re-
view process, the requirements of
§438.402(c)(1)(1)(B) of this chapter apply
to each applicable integrated plan that
is a Medicaid managed care organiza-

§422.633

tion, as defined in section 1903 of the
Act.

(c) Case file. Upon request of the en-
rollee or his or her representative, the
applicable integrated plan must pro-
vide the enrollee and his or her rep-
resentative the enrollee’s case file, in-
cluding medical records, other docu-
ments and records, and any new or ad-
ditional evidence considered, relied
upon, or generated by the applicable
integrated plan (or at the direction of
the applicable integrated plan) in con-
nection with the appeal of the inte-
grated organization determination.
This information must be provided free
of charge and sufficiently in advance of
the resolution timeframe for the inte-
grated reconsideration, or subsequent
appeal, as specified in this section.

(d) Timing. (1) Timeframe for filing—An
enrollee has 60 calendar days from the
date on the adverse organization deter-
mination notice to file a request for an
integrated reconsideration with the ap-
plicable integrated plan.

(2) Oral inquires—Oral inquires seek-
ing to appeal an adverse integrated or-
ganization determination must be
treated as a request for an integrated
reconsideration (to establish the ear-
liest possible filing date for the ap-
peal).

(3) Extending the time for filing a re-
quest—() General rule. If a party or
physician acting on behalf of an en-
rollee shows good cause, the applicable
integrated plan may extend the time-
frame for filing a request for an inte-
grated reconsideration.

(ii) How to request an extension of time-
frame. If the 60-day period in which to
file a request for an integrated recon-
sideration has expired, a party to the
integrated organization determination
or a physician acting on behalf of an
enrollee may file a request for inte-
grated reconsideration with the appli-
cable integrated plan. The request for
integrated reconsideration and to ex-
tend the timeframe must—

(A) Be in writing; and

(B) State why the request for inte-
grated reconsideration was not filed on
time.

(e) Expedited integrated reconsider-
ations. (1) Applicable integrated plans
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must accept requests to expedite inte-
grated reconsiderations from either of
the following:

(i) An enrollee.

(ii) A provider making the request on
behalf of an enrollee, when the request
is not a request for expedited payment.

(2) The request can be oral or in writ-
ing.

(3) The applicable integrated plan
must grant the request to expedite the
integrated reconsideration when it de-
termines (for a request from the en-
rollee), or the provider indicates (in
making the request on the enrollee’s
behalf or supporting the enrollee’s re-
quest), that taking the time for a
standard resolution could seriously
jeopardize the enrollee’s life, physical
or mental health, or ability to attain,
maintain, or regain maximum func-
tion.

(4) If an applicable integrated plan
denies an enrollee’s request for an ex-
pedited integrated reconsideration, it
must automatically transfer a request
to the standard timeframe and make
the determination within the 30-day
timeframe established in paragraph
(f)(1) of this section for a standard inte-
grated reconsideration. The 30-day pe-
riod begins with the day the applicable
integrated plan receives the request for
expedited integrated reconsideration.
The applicable integrated plan must
give the enrollee prompt oral notice of
the decision, and give the enrollee
written notice within 2 calendar days.
The written notice must do all of the
following:

(i) Include the reason for the denial.

(ii) Inform the enrollee of the right
to file a grievance if the enrollee dis-
agrees with the decision not to expe-
dite, including timeframes and proce-
dures for filing a grievance.

(iii) Inform the enrollee of the right
to resubmit a request for an expedited
determination with any physician’s
support.

(5) If the applicable integrated plan
must receive medical information from
noncontract providers, the applicable
integrated plan must request the nec-
essary information from the noncon-
tract provider within 24 hours of the
initial request for an expedited inte-
grated reconsideration. Noncontract
providers must make reasonable and

42 CFR Ch. IV (10-1-23 Edition)

diligent efforts to expeditiously gather
and forward all necessary information
to assist the applicable integrated plan
in meeting the required timeframe. Re-
gardless of whether the applicable inte-
grated plan must request information
from noncontract providers, the appli-
cable integrated plan is responsible for
meeting the timeframe and notice re-
quirements of this section.

(f) Resolution and notification. The ap-
plicable integrated plan must make in-
tegrated reconsidered determinations
as expeditiously as the enrollee’s
health condition requires but no later
than the timeframes established in this
section. Integrated reconsidered deter-
minations regarding Part B drugs must
comply with the timelines governing
Part B drugs established in
§§422.584(d)(1) and 422.590(c) and (e)(2).

(1) Standard integrated reconsider-
ations. The applicable integrated plan
must resolve integrated reconsider-
ations as expeditiously as the enroll-
ee’s health condition requires but no
later than 30 calendar days from the
date of receipt of the request for the in-
tegrated reconsideration. This time-
frame may be extended as described in
paragraph (f)(3) of this section.

(2) Expedited integrated reconsider-
ations. The applicable integrated plan
must resolve expedited integrated re-
considerations as expeditiously as the
enrollee’s health condition requires but
no later than within 72 hours of receipt
of the integrated reconsideration. This
timeframe may be extended as de-
scribed in paragraph (f)(3) of this sec-
tion. In addition to the written notice
required under paragraph (f)(4) of this
section, the applicable integrated plan
must make reasonable efforts to pro-
vide prompt oral notice of the expe-
dited resolution to the enrollee.

(3) Extensions. (i) The applicable inte-
grated plan may extend the timeframe
for resolving any integrated reconsid-
eration other than those concerning
Part B drugs by 14 calendar days if—

(A) The enrollee requests the exten-
sion; or

(B) The applicable integrated plan
can show that—

(I) The extension is in the enrollee’s
interest; and
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(2) There is need for additional infor-
mation and there is a reasonable likeli-
hood that receipt of such information
would lead to approval of the request,
if received.

(ii) If the applicable integrated plan
extends the timeframe for resolving
the integrated reconsideration, it must
make reasonable efforts to give the en-
rollee prompt oral notice of the delay,
and give the enrollee written notice
within 2 calendar days of making the
decision to extend the timeframe to re-
solve the integrated reconsideration.
The notice must include the reason for
the delay and inform the enrollee of
the right to file an expedited grievance
if he or she disagrees with the decision
to grant an extension.

(4) Notice of resolution. The applicable
integrated plan must send a written
notice to enrollees that includes the in-
tegrated reconsidered determination,
within the resolution timeframes set
forth in this section. The notice of de-
termination must be written in plain
language and available in a language
and format that is accessible to the en-
rollee and must explain the following:

(i) The resolution of and basis for the
integrated reconsideration and the
date it was completed.

(ii) For integrated reconsiderations
not resolved wholly in favor of the en-
rollee:

(A) An explanation of the next level
of appeal available under the Medicare
and Medicaid programs, and what steps
the enrollee must take to pursue the
next level of appeal under each pro-
gram, and how the enrollee can obtain
assistance in pursuing the next level of
appeal under each program; and

(B) The right to request and receive
Medicaid-covered benefits while the
next level of appeal is pending, if appli-
cable.

(g) Withdrawing a request. The party
or physician acting on behalf of an en-
rollee who files a request for integrated
reconsideration may withdraw it by fil-
ing a request for withdrawal with the
applicable integrated plan.

(h) Dismissing a request. The applica-
ble integrated plan dismisses an expe-
dited or standard integrated reconsid-
eration request, either entirely or as to
any stated issue, under any of the fol-
lowing circumstances:

§422.633

(1) The person or entity requesting
an integrated reconsideration is not a
proper party to request an integrated
reconsideration under §422.629(1).

(2) The applicable integrated plan de-
termines the party failed to make a
valid request for an integrated recon-
sideration that substantially complies
with §422.629(1) of this section.

(3) The party fails to file the inte-
grated reconsideration request within
the proper filing timeframe in accord-
ance with paragraph (d) of this section.

(4) The enrollee or the enrollee’s rep-
resentative files a request for an inte-
grated reconsideration, but the en-
rollee dies while the request is pending,
and both of the following -criteria
apply:

(i) The enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case.

(ii) No other individual or entity
with a financial interest in the case
wishes to pursue the integrated recon-
sideration.

(5) A party filing the reconsideration
request submits a timely request for
withdrawal of their request for an inte-
grated reconsideration with the appli-
cable integrated plan.

(i) Notice of dismissal. The applicable
integrated plan must mail or otherwise
transmit a written notice of the dis-
missal of the integrated reconsider-
ation request to the parties. The notice
must state all of the following:

(1) The reason for the dismissal.

(2) The right to request that the ap-
plicable integrated plan vacate the dis-
missal action.

(3) The right to request review of the
dismissal by the independent entity.

(j) Vacating a dismissal. If good cause
is established, the applicable inte-
grated plan may vacate its dismissal of
a request for integrated reconsider-
ation within 6 months from the date of
the notice of dismissal.

(k) Effect of dismissal. The applicable
integrated plan’s dismissal is binding
unless the enrollee or other party re-
quests review by the independent enti-
ty in accordance with §422.590(h) or the
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dismissal is vacated under paragraph
(j) of this section.

[84 FR 15835, Apr. 16, 2019, as amended at 84
FR 23883, May 23, 2019; 84 FR 26579, June 7,
2019; 86 FR 6103, Jan. 19, 2021; 87 FR 27897,
May 9, 2022]

§422.634 Effect.

(a) Failure of the applicable integrated
plan to send timely notice of a determina-
tion. If the applicable integrated plan
fails to adhere to the notice and timing
for an integrated organization deter-
mination or integrated reconsider-
ation, this failure constitutes an ad-
verse determination for the enrollee.

(1) For an integrated organization de-
termination, this means that the en-
rollee may request an integrated recon-
sideration.

(2) For integrated reconsiderations of
Medicare benefits, this means the ap-
plicable integrated plan must forward
the case to the independent review en-
tity, in accordance with the time-
frames under paragraph (b) of this sec-
tion and §422.592. For integrated recon-
siderations of Medicaid benefits, this
means that an enrollee or other party
may file for a State fair hearing in ac-
cordance with §438.408(f) of this chap-
ter, or if applicable, a State external
medical review in accordance with
§438.402(c) of this chapter.

(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-
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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
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
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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
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 Appeals

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

§422.644

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

(2) Ezxception. 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]

695



		Superintendent of Documents
	2024-03-28T20:38:28-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




