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organization or any other entity or in-
dividual through which the organiza-
tion provides health care services
under any MA plan it offers.

(b) Distinguished from appeals. Griev-
ance procedures are separate and dis-
tinct from appeal procedures, which ad-
dress organization determinations as
defined in §422.566(b). Upon receiving a
complaint, an MA organization 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 (QIO) complaint
process. Under section 1154(a)(14) of the
Act, the QIO must review beneficiaries’
written complaints about the quality
of services they have received under
the Medicare program. This process is
separate and distinct from the griev-
ance procedures of the MA organiza-
tion. For quality of care issues, an en-
rollee may file a grievance with the
MA organization; file a written com-
plaint with the QIO, or both. For any
complaint submitted to a QIO, the MA
organization must cooperate with the
QIO in resolving the complaint.

(d) Method for filing a grievance. (1) An
enrollee may file a grievance with the
MA organization either orally or in
writing.

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

(e) Grievance disposition and notifica-
tion. (1) The MA organization must no-
tify the enrollee of its decision as expe-
ditiously as the case requires, based on
the enrollee’s health status, but no
later than 30 days after the date the or-
ganization receives the oral or written
grievance.

(2) The MA organization may extend
the 30-day timeframe by up to 14 days
if the enrollee requests the extension
or if the organization justifies a need
for additional information and docu-
ments how the delay is in the interest
of the enrollee. When the MA organiza-
tion extends the deadline, it must im-
mediately notify the enrollee in writ-
ing of the reasons for the delay.

(3) The MA organization must inform
the enrollee of the disposition of the

§422.566

grievance in accordance with the fol-
lowing 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
MA organization must cooperate with
the QIO in resolving the complaint.

(f) Expedited grievances. An MA orga-
nization must respond to an enrollee’s
grievance within 24 hours if:

(1) The complaint involves an MA or-
ganization’s decision to invoke an ex-
tension relating to an organization de-
termination or reconsideration.

(2) The complaint involves an MA or-
ganization’s refusal to grant an enroll-
ee’s request for an expedited organiza-
tion determination under §422.570 or re-
consideration under §422.584.

(g) Recordkeeping. The MA organiza-
tion must have an established process
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 MA
organization notified the enrollee of
the disposition.

[68 FR 16667, Apr. 4, 2003, as amended at 70
FR 4738, Jan. 28, 2005]

§422.566 Organization determinations.

(a) Responsibilities of the MA organiza-
tion. Bach MA organization must have
a procedure for making timely organi-
zation determinations (in accordance
with the requirements of this subpart)
regarding the benefits an enrollee is
entitled to receive under an MA plan,
including basic benefits as described
under §422.100(c)(1) and mandatory and
optional supplemental benefits as de-
scribed under §422.102, and the amount,
if any, that the enrollee is required to
pay for a health service. The MA orga-
nization must have a standard proce-
dure for making determinations, in ac-
cordance with §422.568, and an expe-
dited procedure for situations in which

691



§422.568

applying the standard procedure could
seriously jeopardize the enrollee’s life,
health, or ability to regain maximum
function, in accordance with §§422.570
and 422.572. For an applicable inte-
grated plan, beginning January 1, 2021,
the MA organization must comply with
§§422.629 through 422.634 in lieu of
§§422.566(c) and (d), 422.568, 422.570 and
422.572 with regard to the procedures
for making determinations, including
integrated organization determinations
and integrated reconsiderations, on a
standard and expedited basis.

(b) Actions that are organization deter-
minations. An organization determina-
tion is any determination made by an
MA organization with respect to any of
the following:

(1) Payment for temporarily out of
the area renal dialysis services, emer-
gency services, post-stabilization care,
or urgently needed services.

(2) Payment for any other health
services furnished by a provider other
than the MA organization that the en-
rollee believes—

(i) Are covered under Medicare; or

(ii) If not covered under Medicare,
should have been furnished, arranged
for, or reimbursed by the MA organiza-
tion.

(3) The MA organization’s refusal to
provide or pay for services, in whole or
in part, including the type or level of
services, that the enrollee believes
should be furnished or arranged for by
the MA organization.

(4) Reduction, or premature dis-
continuation, of a previously author-
ized ongoing course of treatment.

(5) Failure of the MA organization to
approve, furnish, arrange for, or pro-
vide payment for health care services
in a timely manner, or to provide the
enrollee with timely notice of an ad-
verse determination, such that a delay
would adversely affect the health of
the enrollee.

(c) Who can request an organization de-
termination. (1) Those individuals or en-
tities who can request an organization
determination are—

(i) The enrollee (including his or her
representative);

(ii) Any provider that furnishes, or
intends to furnish, services to the en-
rollee; or
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(iii) The legal representative of a de-
ceased enrollee’s estate.

(2) Those who can request an expe-
dited determination are—

(i) The enrollee (including his or her
representative); or

(ii) A physician (regardless of wheth-
er the physician is affiliated with the
MA organization).

(d) Who must review organization deter-

minations. If the MA organization ex-
pects 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 organization
determination must be reviewed by a
physician or other appropriate health
care professional with expertise in the
field of medicine or health care that is
appropriate for the services at issue,
including knowledge of Medicare cov-
erage criteria, before the MA organiza-
tion issues the organization determina-
tion decision. The physician or health
care professional reviewing the request
need not, in all cases, be of the same
specialty or subspecialty as the treat-
ing physician or other health care pro-
vider. The physician or other health
care professional must have a current
and unrestricted license to practice
within the scope of his or her profes-
sion in a State, Territory, Common-
wealth of the United States (that is,
Puerto Rico), or the District of Colum-
bia.
[63 FR 35067, June 26, 1998, as amended at 65
FR 40329, June 29, 2000; 68 FR 50858, Aug. 22,
2003; 70 FR 4739, Jan. 28, 2005; 75 FR 19812,
Apr. 15, 2010; 75 FR 32859, June 10, 2010; 76 FR
21569, Apr. 15, 2011; 84 FR 15834, April 16, 2019;
88 FR 22334, Apr. 12, 2023]

§422.568 Standard timeframes and no-
tice requirements for organization
determinations.

(a) Method and place for filing a re-
quest. An enrollee must ask for a stand-
ard organization determination by
making a request with the MA organi-
zation or, if applicable, to the entity
responsible for making the determina-
tion (as directed by the MA organiza-
tion), in accordance with the following:

(1) The request may be made orally
or in writing, except as provided in
paragraph (a)(2) of this section.
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(2) Requests for payment must be
made in writing (unless the MA organi-
zation or entity responsible for making
the determination has implemented a
voluntary policy of accepting verbal
payment requests).

(b) Timeframes—(1) Requests for service
or item. Except as provided in para-
graph (b)(2) of this section, when a
party has made a request for an item
or service, the MA organization must
notify the enrollee of its determination
as expeditiously as the enrollee’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 organi-
zation determination.

(ii) 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 organiza-
tion determination.

(2) Extensions; requests for service or
item—(i) Extension of timeframe on a re-
quest for service or item. The MA organi-
zation may extend the timeframe by up
to 14 calendar days under any of the
following circumstances:

(A) The enrollee requests the exten-
sion.

(B) The extension is justified and in
the enrollee’s interest due to the need
for additional medical evidence from a
noncontract provider that may change
an MA organization’s decision to deny
an item or service.

(C) The extension is justified due to
extraordinary, exigent, or other non-
routine circumstances and is in the en-
rollee’s interest.

(i1) Notice of extension. (A) When the
MA organization extends the time-
frame, it must—

(I) Notify the enrollee in writing of
the reasons for the delay; and

(2) Inform the enrollee of the right to
file an expedited grievance if the en-
rollee disagrees with the MA organiza-
tion’s decision to grant an extension.

(B) The MA organization must notify
the enrollee of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than
upon expiration of the extension.

§422.568

(3) Requests for a Part B drug. An MA
organization must notify the enrollee
(and the prescribing physician or other
prescriber involved, as appropriate) of
its determination as expeditiously as
the enrollee’s health condition re-
quires, but no later than 72 hours after
receipt of the request. This 72-hour pe-
riod may not be extended under the
provisions in paragraph (b)(2) of this
section.

(c) Timeframe for requests for payment.
The MA organization must process re-
quests for payment according to the
“prompt payment’’ provisions set forth
in §422.520.

(d) Written notice for MA organization
denials. The MA organization must give
the enrollee a written notice if—

(1) An MA organization decides to
deny a service or an item, Part B drug,
or payment in whole or in part, or re-
duce or prematurely discontinue the
level of care for a previously author-
ized ongoing course of treatment.

(2) An enrollee requests an MA orga-
nization to provide an explanation of a
practitioner’s denial of an item, service
or Part B drug, in whole or in part.

(e) Form and content of the MA organi-
cation notice. The notice of any denial
under paragraph (d) 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;

(4)(i) For service, item, and Part B
drug denials, describe both the stand-
ard and expedited reconsideration proc-
esses, including the enrollee’s right to,
and conditions for, obtaining an expe-
dited reconsideration and the rest of
the appeal process; and

(ii) For payment denials, describe the
standard reconsideration process and
the rest of the appeal process; and

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

(f) Effect of failure to provide timely no-
tice. If the MA organization fails to
provide the enrollee with timely notice
of an organization determination as
specified in this section, this failure
itself constitutes an adverse organiza-
tion determination and may be ap-
pealed.

693



		Superintendent of Documents
	2025-02-13T14:58:42-0500
	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




