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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—

(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.

(38) 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
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(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
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
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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.

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

(d) Timeframes and mnotice—(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.
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(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
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) Except as described in paragraph
(A)(2)({A)(A) of this section, the applica-
ble integrated plan must send a notice
of its integrated organization deter-
mination as expeditiously as the en-
rollee’s health condition requires but
no later than either of the following:

(I) For a service or item not subject
to the prior authorization rules in
§422.122, 14 calendar days after receiv-
ing the request for the standard inte-
grated organization determination.

(2) Beginning on or after January 1,
2026, for a service or item subject to
the prior authorization rules in
§422.122, 7 calendar days after receiving
the request for the standard 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
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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
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 applica-
ble timeframe established in paragraph
(A)(2)1A)(B) of this section for a stand-
ard integrated organization determina-
tion. The timeframe begins the day the
applicable integrated plan receives the
request for expedited integrated orga-
nization determination.

(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—

(i) Explains that the applicable inte-
grated plan will process the request
using the timeframe for standard inte-
grated organization determinations;

(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;

(717) 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.
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(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
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
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