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or in concert with other providers or
entities. Separate community edu-
cation materials may be developed and
used, at the discretion of the M+C or-
ganization. The same written materials
are not required for all settings, but
the material should define what con-
stitutes an advance directive, empha-
sizing that an advance directive is de-
signed to enhance an incapacitated in-
dividual’s control over medical treat-
ment, and describe applicable State
law concerning advance directives. An
M+C organization must be able to doc-
ument its community education ef-
forts.

(2) The M+C organization—

(i) Is not required to provide care
that conflicts with an advance direc-
tive; and

(i) Is not required to implement an
advance directive if, as a matter of
conscience, the M+C organization can-
not implement an advance directive
and State law allows any health care
provider or any agent of the provider
to conscientiously object.

(3) The M+C organization must in-
form individuals that complaints con-
cerning noncompliance with the ad-
vance directive requirements may be
filed with the State survey and certifi-
cation agency.

§422.132 Protection against liability
and loss of benefits.

Enrollees of M+C organizations are
entitled to the protections specified in
§422.502(Q).

Subpart D—Quality Assurance

SOURCE: 63 FR 35082, June 26, 1998, unless
otherwise noted.

§422.152 Quality assessment and per-
formance improvement program.

(a) General rule. Each M+C organiza-
tion that offers one or more M+C plans
must have, for each of those plans, an
ongoing quality assessment and per-
formance improvement program that
meets the applicable requirements of
this section for the services it fur-
nishes to its M+C enrollees.

(b) Requirements for M+C coordinated
care plans and network M+C MSA plans.
An organization offering an M+C co-

§422.152

ordinated care plan or M+C network
MSA plan must do the following:

(1) Meet the requirements in para-
graph (c)(1) of this section concerning
performance measurement and report-
ing. With respect to an M+C coordi-
nated care plan, an organization must
also meet the requirements of para-
graph (c)(2) of this section concerning
the achievement of minimum perform-
ance levels. The requirements of para-
graph (c)(2) of this section do not apply
with respect to an M+C MSA plan.

(2) Conduct performance improve-
ment projects as described in para-
graph (d) of this section. These projects
must achieve, through ongoing meas-
urement and intervention, demon-
strable and sustained improvement in
significant aspects of clinical care and
nonclinical care areas that can be ex-
pected to have a favorable effect on
health outcomes and enrollee satisfac-
tion.

(3) In processing requests for initial
or continued authorization of services,
follow written policies and procedures
that reflect current standards of med-
ical practice.

(4) Have in effect mechanisms to de-
tect both underutilization and over-
utilization of services.

(5) Make available to HCFA informa-
tion on quality and outcomes measures
that will enable beneficiaries to com-
pare health coverage options and select
among them, as provided in
§422.64(c)(10).

(c) Performance measurement and re-
porting. The organization offering the
plan must do the following:

(1) Measure performance under the
plan, using standard measures required
by HCFA, and report its performance
to HCFA. The standard measures may
be specified in uniform data collection
and reporting instruments required by
HCFA, and will relate to—

(i) Clinical areas including effective-
ness of care, enrollee perception of
care, and use of services; and

(if) Nonclinical areas including ac-
cess to and availability of services, ap-
peals and grievances, and organiza-
tional characteristics.

(2) Achieve any minimum perform-
ance levels that HCFA establishes lo-
cally, regionally, or nationally with re-
spect to the standard measures.
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(i) In establishing minimum perform-
ance levels, HCFA considers historical
plan and original Medicare perform-
ance data and trends.

(i) HCFA establishes the minimum
performance levels prospectively upon
contract initiation and renewal.

(iii) The organization must meet the
minimum performance levels by the
end of the contract year.

(iv) In accordance with §422.506,
HCFA may decline to renew the organi-
zation’s contract in the year that
HCFA determines that it did not meet
the minimum performance levels.

(d) Performance improvement projects.
(1) Performance improvement projects
are organization initiatives that focus
on specified clinical and nonclinical
areas and that involve the following:

(i) Measurement of performance.

(if) System interventions, including
the establishment or alteration of
practice guidelines.

(iii) Improving performance.

(iv) Systematic follow-up on the ef-
fect of the interventions.

(2) Each project must address the en-
tire population to which the measure-
ment specified in paragraph (d)(1)(i) of
this section is relevant.

(3) HCFA establishes M+C organiza-
tion and M+C plan-specific obligations
for the number and distribution of
projects among the required clinical
and nonclinical areas, in accordance
with paragraphs (d)(4) and (d)(5) of this
section, to ensure that the projects are
representative of the entire spectrum
of clinical and nonclinical care areas
associated with a plan.

(4) The required clinical
clude:

(i) Prevention and care of acute and
chronic conditions.

(i) High-volume services.

(iii) High-risk services.

(iv) Continuity and coordination of
care.

(5) The required nonclinical areas in-
clude:

(i) Appeals,
complaints.

(ii) Access to, and availability of,
services.

(6) In addition to requiring that the
organization initiate its own perform-
ance improvement projects, HCFA may
require that the organization—

areas in-

grievances, and other
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(i) Conduct particular performance
improvement projects that are specific
to the organization; and

(i) Participate in national or state-
wide performance improvement
projects.

(7) For each project, the organization
must assess performance under the
plan using quality indicators that are—

(i) Objective, clearly and unambig-
uously defined, and based on current
clinical knowledge or health services
research; and

(ii) Capable of measuring outcomes
such as changes in health status, func-
tional status and enrollee satisfaction,
or valid proxies of those outcomes.

(8) Performance assessment on the
selected indicators must be based on

systematic ongoing collection and
analysis of valid and reliable data.
(9) Interventions must achieve im-

provement that is significant and sus-
tained over time.

(10) The organization must report the
status and results of each project to
HCFA as requested.

(e) Requirements for non-network M+C
MSA plans and M+C private fee-for-serv-
ice plans. An organization offering an
M+C non-network MSA plan or an M+C
private fee-for-service plan must do the
following:

(1) Measure performance under the
plan using standard measures required
by HCFA and report its performance to
HCFA. The standard measures may be
specified in uniform data collection
and reporting instruments required by
HCFA and will relate to—

(i) Prevention and care of acute and
chronic conditions;

(ii) High-volume services;

(iii) High-risk services; and

(iv) Enrollee satisfaction.

(2) Evaluate the continuity and co-
ordination of care furnished to enroll-
ees.

(3) If the organization uses written
protocols for utilization review, the or-
ganization must—

(i) Base those protocols on current
standards of medical practice; and

(ii) Have mechanisms to evaluate uti-
lization of services and to inform en-
rollees and providers of services of the
results of the evaluation.

(f) Requirements for all types of plans—
(1) Health information. For all types of
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plans that it offers, an organization
must—

(i) Maintain a health information
system that collects, analyzes, and in-
tegrates the data necessary to imple-
ment its quality assessment and per-
formance improvement program;

(i) Ensure that the information it re-
ceives from providers of services is reli-
able and complete; and

(iii) Make all collected information
available to HCFA.

(2) Program review. For each plan,
there must be in effect a process for
formal evaluation, at least annually, of
the impact and effectiveness of its
quality assessment and performance
improvement program.

§422.154 External review.

(a) Basic rule. Except as provided in
paragraph (c) of this section, each M+C
organization must, for each M+C plan
it operates, have an agreement with an
independent quality review and im-
provement organization (review orga-
nization) approved by HCFA to perform
functions of the type described in part
466 of this chapter.

(b) Terms of the agreement. The agree-
ment must be consistent with HCFA
guidelines and include the following
provisions:

(1) Require that the organization—

(i) Allocate adequate space for use of
the review organization whenever it is
conducting review activities; and

(if) Provide all pertinent data, in-
cluding patient care data, at the time
the review organization needs the data
to carry out the reviews and make its
determinations.

(2) Except in the case of complaints
about quality, exclude review activi-
ties that HCFA determines would du-
plicate review activities conducted as
part of an accreditation process or as
part of HCFA monitoring.

(c) Exceptions. The requirement of
paragraph (a) of this section does not
apply for an M+C private fee-for-serv-
ice plan or a non-network M+C MSA
plan if the organization does not carry
out utilization review with respect to
the plan.

§422.156

§422.156 Compliance deemed on the
basis of accreditation.

(a) General rule. An M+C organization
may be deemed to meet any of the re-
quirements of paragraph (b) of this sec-
tion if—

(1) The M+C organization is fully ac-
credited (and periodically reaccredited)
by a private, national accreditation or-
ganization approved by HCFA; and

(2) The accreditation organization
used the standards approved by HCFA
for the purposes of assessing the M+C
organization’s compliance with Medi-
care requirements.

(b) Deeming requirements. The fol-
lowing requirements are deemable:

(1) The quality assessment and per-
formance improvement requirements
of §422.152.

(2) The confidentiality and accuracy
of enrollee records requirements of
§422.118.

(c) Effective date of deemed status. The
date on which the organization is
deemed to meet the applicable require-
ments is the later of the following:

(1) The date on which the accredita-
tion organization is approved by HCFA.

(2) The date the M+C organization is
accredited by the accreditation organi-
zation.

(d) Obligations of deemed M+C organi-
zations. An M+C organization deemed
to meet Medicare requirements must—

(1) Submit to surveys by HCFA to
validate its accreditation organiza-
tion’s accreditation process; and

(2) Authorize its accreditation orga-
nization to release to HCFA a copy of
its most recent accreditation survey,
together with any survey-related infor-
mation that HCFA may require (in-
cluding corrective action plans and
summaries of unmet HCFA require-
ments).

(e) Removal of deemed status. HCFA re-
moves part or all of an M+C organiza-
tion’s deemed status for any of the fol-
lowing reasons:

(1) HCFA determines, on the basis of
its own survey or the results of the ac-
creditation survey, that the M+C orga-
nization does not meet the Medicare
requirements for which deemed status
was granted.

(2) HCFA withdraws its approval of
the accreditation organization that ac-
credited the M+C organization.
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