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SUMMARY: This final rule establishes
requirements and procedures for
external quality review (EQR) of
Medicaid managed care organizations
(MCOs) and prepaid inpatient health
plans (PIHPs). It defines who qualifies
to conduct EQR and what activities can
be conducted as part of EQR. In
addition, under certain circumstances,
this rule allows State agencies to (1) use
findings from particular Medicare or
private accreditation review activities to
avoid duplicating review activities, or
(2) exempt certain Medicare MCOs and
PIHPs from all EQR requirements. Also,
this rule allows the payment of
enhanced Federal financial
participation (FFP) at the 75 percent rate
for the administrative costs of EQRs or
EQR activities that are conducted by
approved entities.

EFFECTIVE DATE: These regulations are
effective on March 25, 2003. Provisions
that must be implemented through
contracts with MCOs, PIHPs, and
external quality review organizations
(EQROs) are effective with contracts
entered into or revised on or after 60
days following the publication date.
States have up until March 25, 2004 to
bring contracts into compliance with the
final rule provisions.
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Kristin Fan, (410) 786—4581.
SUPPLEMENTARY INFORMATION: To order
copies of the Federal Register
containing this document, send your
request to: New Orders, Superintendent
of Documents, P.O. Box 371954,
Pittsburgh, PA 15250-7954. Specify the
date of the issue requested and enclose
a check or money order payable to the
Superintendent of Documents, or
enclose your Visa or Master Card
number and expiration date. Credit card
orders can also be placed by calling the
order desk at (202) 512-1800 or by
faxing to (202) 512—2250. The cost for
each copy is $10. As an alternative, you
can view and photocopy the Federal

Register document at most libraries
designated as Federal Depository
Libraries and at many other public and
academic libraries throughout the
country that receive the Federal
Register.

This Federal Register document is
also available from the Federal Register
online database through GPO access, a
service of the U.S. Government Printing
Office. The Website address is http://
www.access.gpo.gov/nara/index.html.

I. Background

A. The Balanced Budget Act of 1997

The Balanced Budget Act of 1997
(BBA) added to the Social Security Act
(the Act) a new section 1932 that
pertains to Medicaid managed care.
Most of the provisions of section 1932
of the Act will be implemented in
accordance with the Medicaid managed
care final rule that was published in the
Federal Register on June 14, 2002 (67
FR 40988).

Section 1932(c) of the Act, added by
section 4705 of the BBA, describes how
quality measurement and performance
improvement methods should be
applied to Medicaid managed care
programs through two specific
approaches:

 All State agencies must develop and
implement a quality assessment and
improvement strategy that includes—(1)
Standards for access to care; (2)
examination of other aspects of care and
services related to improving quality;
and (3) monitoring procedures for
regular and periodic review of the
strategy. (This requirement was
addressed in the Medicaid managed
care final rule published June 14, 2002.)

« State agencies that contract with
Medicaid managed care organizations
(MCOs) must provide for an annual
external, independent review of the
quality outcomes, timeliness of, and
access to the services included in the
contract between the State agency and
the MCO. (This requirement is
addressed in this rule.)

Section 1932(c) of the Act also
requires the Secretary—

In consultation with the States, to
establish a method for identifying
entities qualified to conduct external
quality review (EQR) (section
1932(c)(2)(A)(ii) of the Act); and

In coordination with the National
Governors Association (NGA), to
contract with an independent quality
review organization to develop the
protocols to be used in EQRs (section
1932(c)(2)(A)(iii) of the Act).

Two other provisions of section
1932(c) of the Act are pertinent to this
rule. They are (1) the requirement that

the results of EQRs be made available to
participating health care providers,
enrollees and potential enrollees
(section 1932(c)(2)(A)(iv) of the Act),
and (2) the provision that a State agency
may, at its option—

o Take steps to ensure that an EQR
does not duplicate a review conducted
either by a private independent
accrediting organization or as part of an
external review conducted under the
Medicare program (section 1932(c)(2)(B)
of the Act); and

* Exempt an MCO from EQR under
certain specified conditions (section
1932(c)(2)(C) of the Act).

Section 4705(b) of the BBA amended
section 1903(a)(3)(C) of the Act to
provide for increased Federal financial
participation (FFP) (75 percent) for the
administrative costs the State incurs for
EQR or EQR activities performed by
specified entities under section
1932(c)(2)(A) of the Act.

B. Proposed Rule

On December 1, 1999 we published a
proposed rule in the Federal Register
(64 FR 67223) to implement the EQR
statutory provisions. A summary of the
specific provisions of the proposed
regulations precedes each section of the
comments and responses below. In the
proposed rule, we discussed the two
major purposes we had in developing
the rule: (1) To provide flexibility for
State agencies, and (2) to reflect the
well-accepted advances in the
technology of quality measurement and
improvement. For a more detailed
discussion of our basis and purpose for
the approach taken in the December 1,
1999 proposed rule, see the preamble to
that document at 64 FR 67223.

We received 29 comments from
States, national and State organizations,
health plans, advocacy groups, and
other individuals on the December 1,
1999 proposed rule. The comments
generally pertained to the types of
entities that can be EQROs, EQR
activities, nonduplication and
exemption provisions, and
dissemination of EQR rules. We
carefully reviewed and considered all
the comments we received.

C. Agency Information Collection
Activities

On November 23, 2001 we published
a notice in the Federal Register (66 FR
58741) to comply with the requirement
of section 3506 (c)(2)(A) of the
Paperwork Reduction Act of 1995. We
invited public comment regarding the
burden estimate or any other aspect of
the EQR protocols we developed in
accordance with section
1932(c)(2)(A)(iii) of the Act. This
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provision required that we contract with
an independent quality review
organization to develop protocols to be
used with respect to EQRs required by
statute. In response to the requirement
under section 1932(c)(2)(A)(iii) of the
Act, we contracted with the Joint
Commission on Accreditation of Health
Care Organizations (JCAHO) which
developed nine protocols and one
appendix to several of the protocols in
six quality improvement areas. We
received 13 comments on the November
23, 2001 Federal Register notice. We
carefully reviewed and considered all
the comments we received.

II. Provisions of the Proposed Rule and
Discussion of Public Comments

A. Basis, Scope and Applicability.
(Formerly § 438.1), (Now § 438.310)

In this section we proposed to apply
provisions to MCOs, prepaid health
plans (PHPs), and entities with
comprehensive risk contracts that are
exempted by statute from the
requirements in section 1903(m) of the
Act, health insuring organizations
(HIOs).

Comment: Many commenters
supported the application of this rule to
all three of the above types of entities.
One commenter, though not opposed to
the inclusion of PHPs, expressed
concern about the cost of this
requirement when applied to entities
that provide services to small
populations. The commenter suggested
that the regulation apply only to entities
to the extent feasible for the study being
performed. Another commenter did not
agree that the provisions should apply
to PHPs and stated that there is no
specific reference in Federal law to
these organizations and that we have
gone beyond the explicit language in
section 1932(c) of the Act.

Response: We continue to believe
these provisions should apply to most
capitated health plans that are not
MCOs, but that provide inpatient
services. The Medicaid managed care
final rule eliminated the term PHP and
replaced it with two types of entities—
prepaid inpatient health plans (PIHPs)
and prepaid ambulatory health plans
(PAHPs). That rule, under the authority
of section 1902(a)(4) of the Act, which
authorizes the Secretary to establish
requirements necessary ‘‘for proper and
efficient operation of the plan,” applies
the provisions related to a State’s
quality strategy to PIHPs but not to
PAHPs. It does not apply these quality
provisions to PAHPs because these
entities provide a more limited array of
services (for example, transportation or
dental), and we do not believe it

appropriate to require States to include
these entities in their State quality
strategies due to the burden it would
impose. We, therefore, are revising this
rule to be consistent with the Medicaid
managed care final rule (§ 438.204(d))
and apply the EQR provisions to PIHPs
as specified at §438.310. We have also
made changes to clarify the applicability
of this rule to HIOs to be consistent with
the Medicaid managed care final rule.

We do not agree with the commenter
that we should exempt entities that have
smaller enrolled populations from these
requirements. Sections 1932(c)(2)(B)
and (C) of the Act specifically identify
the circumstances under which an
entity may be fully or partially exempt
from EQR.

Comment: One commenter asked if
we intend to hold Indian Health
Services (IHS) and 638 Tribal Facilities
to the same standard as MCOs to ensure
the quality of care provided to Native
Americans.

Response: If an THS entity or 638
Tribal Facility meets the definition of an
MCO or PIHP, it would be subject to
these provisions.

Comment: One commenter does not
believe that primary care case
management (PCCM) programs should
be subject to these requirements.
Another commenter believes that the
activities in the December 1, 1999
proposed rule should be applied to
PCCM programs.

Response: The statute does not extend
the EQR requirement to PCCMs and the
Conference Report, pages 859-860,
makes clear that PCCMs were
specifically excluded from the
requirements. We have used the
authority of section 1902(a)(4) of the Act
to extend the EQR provision to PIHPs
because, like MCOs, PIHPs provide
inpatient services and are capitated. If a
PCCM meets the definition of a PIHP,
then it would be subject to the
provisions of this rule. However,
traditional PCCMs are reimbursed on a
fee-for-service (FFS) basis along with a
case management fee. Under that
reimbursement arrangement, the PCCM
would not be subject to the EQR
requirements.

Comment: Many commenters
recommended that external review also
examine subcontracting managed care
entities. One commenter suggested that
the definition of quality be expanded to
include services provided through
subcontracts with MCOs.

Response: The MCO or PIHP is fully
responsible (§ 438.230 of the Medicaid
managed care final rule) for all activities
delegated to another entity. Therefore,
the EQR should include information on
all beneficiaries and the structure and

operations of all entities that provide
Medicaid services under either the
prime contract or subcontract. At
§438.320, we revised our definition of
EQR to clarify our intent that the EQR
provisions apply to all services received
by Medicaid beneficiaries regardless of
whether those services are provided by
the MCO or PIHP directly or through a
subcontract.

Comment: One commenter is
concerned that this rule applies the EQR
requirement to PHPs despite the BBA’s
statutory reference only to organizations
under section 1903(m) of the Act. The
commenter asked us to clarify whether
we intend to apply these requirements
to any entity that is paid on a prepaid
capitation basis for services furnished to
enrollees, even if the PHP is not at any
financial risk for those services.

Response: As noted in an earlier
response, the EQR provisions will apply
to a PIHP defined in the Medicaid
managed care final rule as an entity that
“provides medical services to enrollees
under contract with the State agency,
and on the basis of prepaid capitation
payments, or other payment
arrangement that do not use State plan
payment rates and that provides,
arranges, or otherwise has the
responsibility for the provision of any
inpatient hospital or institutional
services for its enrollees * * *” We do
not apply these quality provisions to
PAHPs because these entities provide a
more limited array of services (for
example, transportation or dental), and
we do not require States to include
these entities in their State quality
strategies due to the burden it would
impose. The application of this rule to
PIHPs is not based on section 1903(m)
of the Act. It is based on section
1902(a)(4) of the Act that authorizes the
Secretary to establish requirements
necessary ‘‘for the proper and efficient
operation of the plan.” We believe this
is consistent with congressional intent.

PIHP and PAHP designation is not
based on whether an entity is at
financial risk for services provided.
Designation is based on prepaid
capitation payments for a scope of
services. Even though there will be few
PIHPs that are not at financial risk, due
to the scope of services these entities
provide (for example, inpatient
services), we believe they should be
subject to EQR provisions.

B. Definitions (Formerly § 438.2), (Now
§438.320)

This section of the proposed rule
defined “EQR” and “EQRO.” It also
defined the terms “quality” and
“validation” as they pertain to EQR.
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Comment: One commenter concurred
with our requirement that EQR be a
multipronged approach which
recognizes that none of the activities
alone can ensure quality in the complex
Medicaid population. One commenter
supported the definitions as proposed.

Response: We appreciate that the
commenters agreed with our approach
to EQR and the proposed definitions.
We have retained the multipronged
approach to EQR as proposed in the
proposed rule.

Comment: One commenter asked that
the definition of quality include
assessments of structure and process as
well as measurements of health and
functional outcomes. Several
commenters recommended that the
definition of quality include both
clinical and nonclinical measures of
consumer satisfaction and define quality
in a way that would be meaningful to
people with disabilities. One
commenter stated that this definition
should address the multifaceted needs
of people who have chronic and
disabling conditions, for whom there is
little likelihood of demonstrable
improvement. The commenter
recommended that we convene focus
groups of consumers, including people
with disabilities and families of
children with disabilities, to identify
how quality should be defined from the
consumer’s perspective and that the
definition should not focus solely on
health outcomes. One commenter
concurred with the definition of quality
as proposed.

Response: We agree with the
commenter that the proposed definition
of quality did not address situations
when beneficiaries have conditions
where maintenance or improvement of
health outcomes is not likely. We have,
therefore, revised the definition to mean
the degree to which an MCO or PIHP
increases the likelihood of desired
health outcomes through the provision
of health services that are consistent
with current professional knowledge.
The revision is consistent with the
Institute of Medicine’s definition of
quality. We do not agree with the
remaining recommendations by
commenters on how to revise the
definition of quality because we think
that the commenters’ concerns are
addressed by other provisions of the
regulation. Under § 438.358, we identify
three activities that must be conducted
to provide information for the EQR.
These activities also are required in the
Medicaid managed care final rule. They
include: (1) The review of compliance
with structural and operation standards;
(2) the validation of performance

measures;! and (3) the validation of
performance improvement projects. The
optional EQR-related activities are
activities that some States currently
conduct as part of EQR and we believe
are also appropriate to an assessment of
quality (such as consumer surveys). We
are providing States with the flexibility
to determine which, if any, of these
optional activities will be included in
the EQR and what types of performance
measures and performance
improvement projects to require of their
contracting MCOs and PIHPs. We
suggest in the performance
improvement project protocol that
projects be conducted to address both
clinical and nonclinical areas that cover
the various categories of beneficiaries
and services provided. We also note, as
stated in the Medicaid managed care
final rule, that EQR is a part of the
State’s quality strategy, and therefore,
States are to provide for the input of
Medicaid beneficiaries and other
stakeholders in this component of the
strategy.

Comment: One commenter suggested
amending the definition of EQR to read
“* * * quality of health care services
furnished or contracted for by each
MCO I

Response: We agree with this
comment and, as stated previously, have
revised the final rule to clarify our
intent that the EQR provisions apply to
all services received by Medicaid
beneficiaries regardless of whether those
services are provided by the MCO or
PIHP directly or through a subcontract
(§438.320).

Comment: Several commenters stated
that the definition of EQR too narrowly
limits the scope of EQR because the
definition implies that EQR is primarily
concerned with analysis and evaluation
of data rather than with collection of
data. One of the commenters expressed
concern that this would limit the
EQRO'’s ability to identify and bring to
the State’s attention individual quality
of care concerns revealed during data
abstraction, or to provide provider-
specific feedback on performance
measures. The commenter
recommended that the rule avoid any
reference to “‘aggregate’” information in
the definition of EQR. One commenter

1In the Medicaid managed care final rule under
§438.240(c)(2) we permit States to calculate
performance measures on the MCO’s/PTHP’s behalf
in place of the MCO/PIHP calculating and reporting
performance measures to the State. Under this
circumstance, the validation of MCO/PIHP
performance measures is not required as a
mandatory activity but the State must submit the
State-calculated performance measures to the EQRO
for the EQR function as specified under
§438.358(b)(2). This issue is addressed later in the
preamble in response to a comment.

recommended that the definition of EQR
include the development of aggregated
data. Another commenter stated that
external review should not be limited to
the review of information. The
commenter believes the external review
of plans should include an on-site
review of provider practices and
procedures and that data alone are
insufficient to evaluate performance.

Response: We do not agree that the
definition of EQR limits the scope of
EQR. We define EQR as the analysis and
evaluation of aggregated information.
That aggregated information, according
to this rule, must be obtained from
activities that are consistent with
protocols, as defined in this rule, to
ensure that data to be analyzed are
collected using sound methods widely
used in the industry. For each activity,
as specified in § 438.364, the entity
conducting the activity must report on
the objectives, technical methods of data
collection and analysis, a description of
the data obtained, and conclusions
drawn from each activity. Therefore, as
part of these activities, the entity
conducting them will need to identify
and assess quality of care concerns
revealed by the activities. The EQR
analysis will incorporate findings from
all activities, including the evaluation of
MCO or PIHP structure and operations.
The findings of the overall analysis will
need to include an assessment of the
strengths and weakness with respect to
quality, timeliness, and access of care,
and make recommendations for MCO or
PIHP improvement in the EQR results as
required under § 438.364. Further, we
note that under the BBA statutory
provisions, EQR is a review of a
Medicaid MCO under contract to the
State. EQR of individual providers or
provider practices is not provided for in
the BBA. We believe that the
appropriate unit of analysis of EQR is
the MCO and PIHP, not individual
practitioners.

C. State Responsibilities (§ 438.350)

This section of the proposed rule set
forth the State’s responsibilities related
to EQR. We proposed that each State
agency that contracts with MCOs, PHPs,
or other entities that have
comprehensive risk contracts must,
except as provided in § 438.362, ensure
that (1) An annual EQR is performed for
these contracting entities by a qualified
EQRO; (2) the EQRO has sufficient
information to use in performing the
review; (3) the information that the State
agency provides to the EQRO is
obtained through methods consistent
with protocols specified by CMS; and
(4) the results of the EQR are made
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available, upon request, to specified
groups and to the general public.

Section 1932(c)(2)(A) of the Act
requires that each contract with an MCO
“provide for an annual (as appropriate)
external independent review, conducted
by a qualified independent entity
* * *7TIn this section we interpreted
the parenthetical statement (for which
there is no explanation in the legislative
history) to be a reference to those MCOs
that may be exempted from EQR under
section 1932(c)(2)(C) of the Act on the
basis of “deemed compliance.” We
invited comment on other possible
interpretations, which are discussed at
the end of this section.

Comment: One commenter noted they
concurred with this section of the rule.

Response: We appreciate the
commenter’s support for the provisions
in this section of the proposed rule and
retain the provision that requires the
State to ensure that the EQRO has
information obtained from EQR-related
activities and that the information
provided is obtained through methods
consistent with the EQR protocols
established under § 438.352 in this final
rule.

Comment: Several commenters asked
us for a definition, or the criteria that we
will use to determine if State-
established protocols are consistent
with those developed by us. One of the
commenters noted that it would be
difficult for all States to follow a single
set of protocols because State Medicaid
programs vary as to structure, capacity,
funding, and governing laws. One
commenter asked that we also establish
criteria for denominators, numerators,
and units of measurement for
performance measures. Other
commenters concurred with the
requirement to use protocols that are
“consistent with” rather than “identical
to” those developed by us to
accommodate the rapidly changing field
of quality assessment and improvement.

Response: Section 1932(c)(2)(A)(iii) of
the Act required the Secretary in
coordination with the National
Governors Association, to contract with
an independent quality review
organization to develop protocols to be
used in EQR. In planning for the
development of the protocols, we had to
determine the level of detail to be
specified in each of the protocols.
Because States have flexibility to choose
what aspects of quality to measure and
in order to accommodate different
methodological approaches to studying
quality, we contracted for the
development of protocols that specified
activities and steps of data collection
and analysis that would produce valid
and reliable information. These apply

regardless of the data collected or the
topics that States choose. Protocols will
be considered ‘“‘consistent” with ours to
the extent that they affirmatively
address each element specified in
§438.352, including the activities and
steps for collecting data. We have
revised the regulations under
§438.352(c) to clarify that instead of
following “detailed procedures,” the
EQR-related activities follow ‘““activities
and steps” specified for accurate, valid,
and reliable data collection.

Comment: One commenter
recommended that external review be
required every 3 years rather than on an
annual basis. The commenter noted that
the National Committee for Quality
Assurance (NCQA) requires a standard
external review every 3 years and
believes that this rule and the protocols
should not set a standard more stringent
than the industry standard.

Response: Section 1932(c)(2)(A)(i) of
the Act clearly states that contracts
““shall provide for an annual (as
appropriate) external independent
review.” We discuss later in this
preamble why the parenthetical was not
intended to modify what is otherwise an
explicit requirement that EQR be
conducted annually. An annual EQR
has been a statutory requirement since
1986 under section 1902(a)(30)(C) of the
Act. Pub. L. 106—113 made it clear that
the provision was being replaced by
1932(c)(2) of the Act. We further note
that the EQR described in this rule is
very different from the accreditation
review performed by NCQA. However,
in the monitoring for compliance with
the standards protocol that provides
accreditation-like data, we only provide
that information from a review of
compliance with standards be generated
every 3 years. This is consistent with
the industry standard.

Comment: One commenter asked for
confirmation that § 438.356(a) allows for
EQR for a single MCO or PIHP to be
performed by more than one EQRO.

Response: We are revising proposed
§438.356(a) to clarify that while we
allow a State to contract with different
EQROs to conduct EQR and EQR-related
activities for a single MCO or PIHP, we
believe and continue to require that the
final analysis of all the information, as
distinguished from the EQR-related
activities, be performed by a single
EQRO. This provides State flexibility to
use different contractors to conduct
different activities. Section 438.350
addresses the analysis and evaluation of
information derived from mandatory
and any optional activities. We believe
that a single EQRO should perform this
function to ensure that one entity
receives all the available information

and draws the overall conclusions about
a particular MCO or PIHP. To clarify our
intent to require that one EQRO perform
the overall analysis (that is, conduct
EQR) but that multiple EQROs may
conduct EQR-related activities, we
revised the language from the proposed
rule to (1) remove the reference to
“other related activities” in the
definition of EQR, (2) add the reference
to EQR-related activities to the
definition of EQRO at § 438.320, and (3)
add the reference to EQR-related
activities to §438.370 which provides
for the 75 percent enhanced match. We
also revised § 438.356(a) to clarify that
States may only contract with one entity
for EQR but may contract with multiple
entities to conduct EQR-related
activities.

Comment: One commenter
recommended the addition of language
allowing States the option to employ
alternative quality assessment and
improvement methods approved by
CMS to substitute for the EQR
requirements. The revised language
should emphasize the State’s
responsibility under section
1932(c)(1)(A) of the Act to develop and
implement a quality assessment and
performance improvement (QAPI)
strategy that includes, but is not
restricted to, EQR-related activities. If
CMS seeks to define minimum
specifications for a State’s QAPI
strategy, those specifications should be
set out in a proposed rule and subject
to public review and comment.

Response: Our Medicaid managed
care final rule outlined the elements of
a State quality strategy, of which EQR is
one element. States have the flexibility
to determine how to ensure the quality
strategy elements are designed and
implemented. The public had the
opportunity to review and comment on
the proposed elements in the Medicaid
managed care proposed rule published
August 20, 2001 in the Federal Register
(66 FR 43614). The EQR proposed rule
addresses EQR in greater detail than
does the managed care final rule,
including what activities can be funded
under the EQR enhanced matching rate.
In this final rule, we describe optional
EQR-related activities for which a State
can obtain the enhanced Federal match
under §438.370. We believe we have
provided States with the flexibility to
design their EQR to best meet State
needs while at the same time ensuring,
through the three mandatory activities,
that essential quality activities are
conducted.

Comment: Several commenters
recommended that we require that
States coordinate their EQR with the
State’s quality strategy established
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under § 438.200 through §438.204 of
the Medicaid managed care rule and
that EQR evaluate compliance with
standards for quality, timeliness, and
access in §438.206 through §438.242 of
the Medicaid managed care proposed
rule.

Response: We agree with the
commenter. The Medicaid managed care
final rule provides that an annual EQR
be one element of a State’s quality
strategy. The EQR rule provides that
information from a review of
compliance with structural standards
(including quality, timeliness, and
access) be used in the EQR. Because of
this we believe that the two rules
together will require each State to
coordinate its EQR with all other
components of its State strategy.

Comment: One commenter agreed
with our interpretation of the statutory
provision requiring an external review
annually ““as appropriate” as being a
reference to the deemed compliance
provision. The commenter also
suggested that reasons for not
conducting a review be expanded to
include (1) when the MCO is new and
there are no historical records and (2)
when the population of the MCO is too
small to conduct a particular study.

Response: We disagree that newly
contracting MCOs and PIHPs should not
be subject to EQR. New MCOs and
PIHPs will be required to meet
structural standards, and we believe that
information about MCO and PIHP
compliance with these standards should
be subject to EQR. We understand that
the calculation of performance measures
and the implementation of performance
improvement projects require time to
complete and may not be available at
the time of the EQR. Therefore, while
we acknowledge there are mandatory
activities for EQR that may not be
possible the first year of an MCO’s or
PIHP’s operations, we do not agree that
the MCO or PIHP should be entirely
exempt from EQR. We also do not agree
that small population size should be a
reason to exempt an MCO or PIHP from
EQR. Rather, the State, or MCO or PIHP
if the State permits, should choose a
performance improvement topic for
which the entity has a sufficient number
of enrollees to conduct a valid study.

Comment: Several commenters
believe that the ‘‘as appropriate”
parenthetical allows CMS the discretion
to interpret EQR time frames more
broadly and to give States discretion to
require EQRs less frequently than
annually. One commenter suggested
that “as appropriate” modifies the word
“annual,” not “review.”

Response: We do not believe that the
Congress intended for us or the States to

have discretion to provide for reviews
less frequently than annually. As
discussed above, section 1932(c)(2) of
the Act replaces a statutory requirement
for annual review that has applied since
1986. There is no indication in the
legislative history that the Congress
intended to change this. To the contrary,
there is a persuasive alternative
explanation for the Congress having
inserted the parenthetical language.
Section 1932(c) of the Act, unlike
section 1902(a)(30)(C) of the Act has
exemptions from the EQR requirement.
Annual reviews for exempt entities are
not appropriate.

Comment: One commenter
interpreted the parenthetical to allow
States to conduct reviews more
frequently, not less frequently. If the
EQR identified problems, the EQRO
could be authorized to conduct follow-
up evaluations, as appropriate, to ensure
progress toward compliance.

Response: We do not agree with the
commenter’s interpretation because we
believe that if problems are identified in
the reports that the EQRO provides the
States, the States can follow-up on any
corrective action. Because we were not
persuaded by any of the comments
received for a different or additional
interpretation of the parenthetical “as
appropriate,” we are retaining in the
final rule the interpretation that it refers
to “deemed compliance” under section
1932(c)(2)(C) of the Act.

D. External Quality Review Protocols
(§438.352)

In this section, we proposed that EQR
protocols must specify: (1) The data to
be gathered, that is, the substantive
areas to be covered by the protocol; (2)
the sources of the data; (3) detailed
procedures to be followed in collecting
the data to promote its accuracy,
validity, and reliability; (4) the proposed
methods for valid analysis and
interpretation of the data; and (5) all
instructions, guidelines, worksheets and
any other documents or tools necessary
for implementing the protocol. At the
time the proposed rule was published,
the protocols were under development.
The strategy and timeline for protocol
development were undertaken in
response to BBA language that directed
the Secretary to “contract with an
independent quality review
organization” to develop the protocols.
The contract procurement process and
scope of work necessitated that the
protocols be completed after publication
of the proposed rule. On November 23,
2001, we published a notice in the
Federal Register (66 FR 58741)
announcing the completion of the
protocols and asking for comment on

their burden or any other aspect of the
protocols. Comments received on the
November 23, 2001 Federal Register
notice are addressed later in this
preamble.

In developing the protocols, we
instructed our contractor to draw from
existing protocols that have been tested
for reliability and validity and that have
been used in the public and private
sectors to conduct reviews of the quality
of MCO and PHP services, consistent
with current industry practice. We also
expressed a preference for protocols that
are in the public domain. The principle
reason for not including the protocols in
our regulation is because quality
measurement is a rapidly changing
field. The protocols must be revised
regularly to reflect the changing state-of-
the-art in quality improvement.
Protocols developed in the private
sector for validation of performance
measures and administration of
consumer surveys are usually revised
annually. The delays inherent in
revising regulations would make it
difficult to make frequent changes. In
addition, the protocols are detailed and
lengthy, as they provide optional
worksheets and recording documents in
addition to the required activities and
steps.

We proposed that all activities that
provide information for EQR must be
undertaken consistent with the
protocols. Use of the CMS protocols or
others consistent with ours will ensure
that the conduct of the activities is
methodologically sound, thereby
maintaining a standard of quality for the
review. However, by requiring protocols
that are “consistent,” rather than
“identical,” with those that we specify,
we leave the States free to improve their
protocols continuously, as the art and
science of quality measurement
improves.

Comment: One commenter asked that
the protocols not pose an undue burden
on physicians, clinical, or nonclinical
personnel, noting that many physicians
contract with more than one MCO and
that duplicative information gathering
should be avoided.

Response: EQR focuses on the MCO’s
and PIHP’s structure and processes, and
their ability to manage access to and
provide quality services to Medicaid
beneficiaries. The review process is not
directed to individual physicians or
other clinical or nonclinical personnel.
However, it will be necessary for MCOs
and PIHPs to request information from
providers in order to conduct some of
the activities required in this regulation.
In recognition of the potential for
burden, our request for proposal (RFP)
to procure the development of the
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protocols specified that, “the protocols
must be sensitive to the effect the
burden to produce or provide additional
data and information will have on
organizations’ ability to carry on their
day-to-day operations.” We also
specified that the protocols incorporate,
as much as feasible, the tools,
techniques, and methods to assess and
improve health care quality already in
place in the private sector. As a result,
we believe the protocols impose the
minimal additional burden necessary to
carry out the statutory requirement.

Comment: In order to allow for
parents to choose an MCO for their
child on the basis of pediatric care, one
commenter stated that the protocols
should require that data on pediatric
populations be analyzed apart from data
on the MCO’s adult population. The
commenter also suggested that
pediatricians and pediatric
subspecialists have input into the
development of the protocols.

Response: As required by statute, the
protocols were developed by an
independent quality review
organization. In the scope of work for
that contract, we required that the
organization convene a panel composed
of (1) current EQRO contractors; (2)
CMS representatives; (3) State Medicaid
agency directors, (4) managed care
directors and quality system managers;
(5) State licensure agencies; (6)
advocacy groups; (7) health plans; (8)
accrediting agencies; and (9) other
experts in the area of quality
improvement. A number of these panel
members had experience with child
health issues. We published a notice in
the Federal Register on November 23,
2001 announcing the completion of the
protocols and asking for comment on
their burden. At the same time, the
protocols were also made available on
our website. The protocols are a
methodologically sound set of generic
instructions that will guide the reviewer
in assessing quality. These instructions
can be used for the entire Medicaid
population in the MCO or PIHP or, in
some instances, can be used for
subpopulations such as children who
receive Medicaid services. Some
protocols address how MCOs, PIHPs,
and States can stratify by specific
populations, such as older adults or
children with special health care needs.
In addition, we note that States
currently use many performance
measures related to care for children.
We, therefore, do not believe it
necessary for the protocols to address
pediatric populations apart from adult
populations.

Comment: One commenter asked that
we provide a definition for and

examples of performance measures and
performance improvement projects. One
commenter agreed that we should not
include the protocols in the proposed
rule, given the dynamic state of quality
evaluation and measurement. The
commenter asked that we clarify what
protocols for “calculating performance
measures’’ means, that is to clarify
whether it refers to protocols for the
development of measures, the
calculation of performance thresholds
from reported measures, or some other
EQR function.

Response: The definition and
explanations of performance
measurement and performance
improvement projects are discussed in
both the Medicaid managed care final
rule and, in detail, in the protocols for
calculating performance measures,
validating performance measures,
conducting performance improvement
projects and validating performance
improvement projects. In general, we
refer to performance measurement as
the calculation of the rate at which a
desired event occurs. Readers are
referred to the protocols available at
http://www.cms.hhs.gov/medicaid/
managedcare/mceqrhmp.asp for further
discussion.

Comment: Many commenters believed
that the protocols should require MCOs
to report on Americans with Disabilities
Act (ADA) compliance issues for
themselves and their providers to
ensure that persons with disabilities
have an opportunity to benefit from
covered services that is equal to persons
without disabilities.

Response: Compliance with the ADA
provisions is addressed in the Medicaid
managed care final rule and in the EQR
protocol entitled Monitoring Medicaid
Managed Care Organizations (MCOs)
and Prepaid Inpatient Health Plans
(PIHPs)—a protocol for determining
compliance with the Medicaid managed
care final rule provisions. It is the
State’s responsibility to ensure that its
MCOs and PIHPs comply with Federal
laws, including ADA.

Comment: Many commenters
recommended that the sample for
calculating performance measures,
including baseline and follow-up
measures for performance improvement
projects, should be sufficient to look at
specific measures of clinical care; and
that the protocols should describe how
reviewers will analyze the quality of
care when data are missing. The
commenters also believed that the
protocols should require that MCOs use
a common core of widely used,
objective performance measures that are
issued annually and revised as needed
to reflect advances in performance

measurement, that these measures and
their methods of calculation be publicly
available, and that they include
measures for persons with special
health care needs. The commenters also
recommended that MCOs be required to
(1) collect specified HEDIS measures; (2)
conduct the Consumer Assessment of
Health Plan Study (CAHPS) survey; and
(3) conduct a focus study annually of
specialized services to persons with
special health care needs. The EQR
should evaluate these measures in
making findings on the quality of care.
Finally, the commenters asked that
instructions be provided on how to
adapt the measures to FFS and PCCM
settings and for those enrolled less than
12 months.

Response: As stated before, the
protocols are a set of methodologically
sound generic instructions that will
guide a reviewer in assessing quality.
The protocols include instructions on
proper sampling methodology, assessing
missing data, and processes for
analyzing data. The protocols do not
specify which performance measures
are to be used. Performance measures
are chosen by the State or MCO or PIHP
and will vary over time. The Medicaid
managed care final rule gives us the
authority to require specific
performance measures and levels if we
decide to do so in the future. The results
of the EQR, however, will be made
available to the public upon request and
will identify the specific measures
collected, the technical methods of data
collection and analysis, and the
conclusions drawn from the data.

The BBA placed the requirement for
EQR on capitated managed care
programs, but not on FFS or PCCM
settings. Therefore, we do not in this
rule provide an explanation of how to
adapt these activities to the FFS/PCCM
environment. We do, however,
encourage States to address the quality
of care provided in these service
delivery systems. Through a new
partnership initiative with State
Medicaid and State Children’s Health
Insurance Programs (SCHIP), we will be
discussing how best to apply
performance measures to these two
delivery systems.

Comment: One commenter asked that
we retain the ability of State agencies to
continue to improve the protocols as
advancement occurs in the art and
science of quality measurement. Several
commenters stated that because the
protocols may quickly become out of
date because the field of quality
improvement is constantly changing,
they should not be promulgated as
regulation. These commenters were
concerned about CMS developing
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detailed and lengthy protocols instead
of either guidelines for States or
streamlined protocols that specify only
the basics for ensuring statistically
sound, reliable, and valid results. One of
these commenters stated that our intent
appears to limit State flexibility and
suggested that CMS significantly
simplify the protocols to ensure
feasibility for State agencies. This
commenter also asked that CMS obtain
State input on the draft protocols.

Several commenters believed that
CMS should require that States use the
protocols. One commenter felt that the
proposed rule allows States to develop
their own external review protocols.
This commenter asked CMS to mandate
the use of the protocols in order to
comply with section 1932(c)(2)(A)(iii) of
the Act which directs the Secretary to
“* * * contract with an independent
quality review organization to develop
protocols to be used in external reviews
conducted * * *” The commenter
asserted that mandating the protocols
would promote efficiency, lessen
burden on the States, and promote the
development of standardized data and
information about services provided in
Medicaid managed care.

Response: This regulation provides
States with the option to use the
protocols developed by us or protocols
that are consistent with our protocols.
We believe that by allowing States to
use ‘‘consistent” protocols, States will
be able to improve the protocols over
time as the state-of-the-art advances and
at the same time ensure that reliable and
valid methods are used when
conducting EQR-related activities.

The protocol documents include a
discussion of the activities and steps
necessary to soundly conduct the
quality assessment function addressed
by each protocol. In addition, each
protocol includes guidance on how to
implement the essential elements of the
protocol as well as optional worksheets
and appendices that States may use at
their discretion. The activities and steps
contained in the protocols are generic,
relatively brief, but contain the essential
components for a methodologically
sound review that the statute envisions.
Therefore, we believe that the protocols
allow for State flexibility while ensuring
the methodologically sound and valid
EQR.

Comment: Several commenters noted
that it is difficult to determine the full
extent of the impact of the protocols on
EQR activities until they are published.
These commenters stated that they hope
the protocols will respect States’
individuality and provide flexibility
whenever possible to allow for tailoring
of EQR activities to local conditions and

circumstances. One commenter further
stated that there are many clinical
guidelines and protocols that are
already published, easily available, and
in current use (for example, those
developed by the Agency for Health
Care Policy and Research (AHCPR) now
the Agency for Health Care Research
and Quality (AHRQ), American Heart
Association, etc * * *) that are not
mentioned in the proposed rule.

Another commenter stated that the
protocols should be subject to full
public scrutiny because they carry the
full weight of the regulation. The
commenter believes the protocols
significantly exceed both the intent of
the Congress in the BBA and the proper
role of this regulation. Specifically, the
commenter noted that the statute does
not specify the activities that the
protocols should address or other
details included. The commenter was
also concerned that States will find the
75 percent match for EQR activities a
strong incentive to outsource this
function, which the commenter believes
appropriately rests with the
government. As a result, this commenter
believes that activities now done by the
State according to locally developed
protocols will be shifted to contract staff
to be performed using externally
derived standard protocols.

Another commenter asked that
current State practices not be totally
dismissed and that consideration be
given to the quality improvement
system for managed care (QISMC)
standards and how they can be
incorporated into the EQR process.

Response: We published a notice in
the Federal Register on November 23,
2001 (64 FR 58741) announcing the
completion of the protocols and asking
for comment on their burden. At that
time, the protocols were also made
available on our website. Comments on
the protocols and our responses are
incorporated in this preamble. We
believe the protocols are generic and
can be used by all States. They are not
clinical protocols like those published
by AHCPR (now AHRQ), the American
Heart Association, and other
organizations. We believe that the
protocols are consistent with the intent
of the Congress in the BBA. We also
note that we have provided States with
great flexibility to conduct all EQR-
related activities, allowing States to
perform EQR-related activities either
themselves or through the use of
contractors, as long as they are
performed consistent with our
protocols. While the enhanced Federal
financial match for EQR-related
activities is not available under the
statute if conducted by State personnel,

other provisions of Medicaid law
provide for enhanced Federal financial
match for qualified medical activities
when conducted by State staff who
qualify as skilled and professional
medical personnel.

The protocols are based on existing
protocols already in use in the public
and private sector. The contractor used
QISMC guidelines as well as other
public and private sector protocols in
developing all the protocols. With
respect to the QISMC standards (as
opposed to their interpretive guidelines)
we note, for Medicaid, that the QISMC
standards were superceded by the
Medicaid managed care final rule.
QISMC standards are no longer current
for the Medicaid program. For each
protocol developed, specific
information can be found in the
protocol regarding which public and
private sector protocols were reviewed
and the extent to which they were
incorporated.

Comment: One commenter was
concerned that the JCAHO does not
have a traditional background in this
area and may take a different approach
than NCQA.

Response: The BBA specified that the
protocols be developed by an
“independent quality review
organization.” The JCAHO was selected
through an open competitive
procurement process, which required
them to provide evidence of their
experience in protocol development. In
addition, they developed the EQR
protocols using existing protocols
widely used in the public and private
sector, including protocols used by
national accrediting organizations, and
national consulting firms which have
developed quality measurement tools
for us in the past.

Comment: One commenter asked if
health plans will have to create an
entirely different audit response to the
protocols in addition to responding to
the existing standards of NCQA and of
other State entities.

Response: Because the protocols were
based on quality assessment approaches
already in use by public and private
quality oversight organizations, we
believe that the methods MCOs and
PIHPs use to respond to existing private
and public sector audits will be able to
be used to respond to EQR. In addition,
the nonduplication provisions under
§438.360 are revised in the final rule to
allow States in certain circumstances to
exempt both Medicare+Choice (M+C)
organizations and MCOs and PIHPs
meeting standards of national
accrediting organizations approved and
recognized by CMS for M+C deeming
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from compliance with some structural
standards.

Comment: One commenter stated that
the protocols being developed are, in
fact, EQR-related activity protocols and
that there does not appear to be any
protocol that will guide the analysis and
evaluation of the data and information
provided by these EQR-related
activities. This may cause the analysis
and evaluation to vary due to lack of
equivalent specifications for these
processes. The commenter
recommended that the rule more clearly
define requirements for EQR and
distinguish between EQR and EQR-
related activities.

Response: The commenter is correct
that we do not provide a protocol for the
analysis and evaluation of information
provided as a result of the EQR
activities in the aggregate. We do not
believe that we should develop a
protocol for the analysis and evaluation
of all EQR information. The information
derived from EQR activities will vary
enormously. For instance, the variation
in the types of services provided and the
populations covered under the MCO
and PIHP contract will impact the
performance measures chosen and
performance improvement projects to be
conducted. Other activities are optional
for States. The approach to analysis
depends upon the findings of the
individual EQR-related activities and
we expect these findings to be as
individual as the MCOs and PIHPs
being reviewed. Therefore, we do not
believe that we can adequately predict
all the possible variations of information
that will be provided to an EQRO and,
therefore, we do not provide for a
protocol on how to conduct an analysis
and evaluation of this information. We
believe it is more appropriate for us to
require that the activities that provide
information for the analysis and
evaluation be done in a
methodologically sound manner. We do
specify qualifications for EQROs and
thereby believe that EQROs will have
the skills necessary to perform
qualitative and quantitative analysis of
EQR-related information and draw
proper conclusions. In addition, each
EQRO must provide results as specified
in § 438.364 that include a technical
report specifying the objectives of,
methods used, description of data
obtained, and conclusions drawn from
the EQR.

Comment: Many commenters were
concerned that there has been no public
review process for the protocols and
that the meetings of the expert panel
have been closed to the public. The
commenters recommended that the
public have the opportunity to review

and comment on the draft protocols,
that the protocols be issued annually,
and the public have the opportunity to
comment on any changes to the
protocols. The commenters also stated
that the protocols should be made
publicly available on the CMS website.
Several commenters asked that we
provide an opportunity for interested
parties and the public to comment on
the protocols. They noted that providing
the opportunity for all affected entities
to review and provide comment on the
protocols before they are finalized will
allow for a better quality product and
lend credibility to the protocols. One of
the commenters further noted that even
though CMS convened an expert panel
to review the protocols as they were
being developed, consumer
participation was very limited.

Response: As stated earlier, on
November 23, 2001, we published a
notice in the Federal Register
announcing the completion of the
protocols and requesting comment on
their burden or on any other aspect of
the protocols. Comments on that notice
and our responses to those comments
are incorporated into this preamble. We
will be publishing a notice in the
Federal Register every 3 years on the
protocols as required by the Paperwork
Reduction Act. This notice will provide
the opportunity for the public to
comment on the burden or any other
aspect of the protocols. The protocols
are available to the public on the CMS
Web site at http://www.cms.hhs.gov/
medicaid/managedcare/mceqrhmp.asp.

Comment: One commenter requested
that in developing the protocols, JCAHO
take into consideration that some factors
that affect MCO performance are not
within the control of the MCO, such as
instability in eligibility status and
changes in the characteristics of the
enrolled Medicaid population.

Response: We agree that measuring
performance on the Medicaid
population needs to take into account
issues such as changes in eligibility
status. The protocol on performance
measures recognizes those issues.

Comment: Because of the length of the
protocols and the need to change them
on an ongoing basis, one commenter
requested that we clarify that the
protocols be issued as guidelines rather
than requirements and that we clarify
the flexibility States will have in
implementing them.

Response: Section 1932(c)(2)(A)(ii) of
the BBA requires that protocols be used
in the conduct of EQR activities. We
provide States the option to use our
protocols or protocols consistent with
those we develop.

E. Qualifications of External Quality
Review Organizations (§ 438.354)

Section 438.354 of the proposed rule
set forth the requirements that an entity
would be required to meet in order to
qualify as an EQRO under the new BBA
external review provisions in section
1932(c)(2) of the Act. The proposed rule
did not specify categories of entities that
would be qualified to perform EQR
under section 1932(c)(2) of the Act. This
is a departure from the existing external
review requirement in section
1902(a)(30)(C) of the Act (which will no
longer be in effect when these final
regulations are implemented), under
which only certain entities could
perform external review. (These entities
were: (1) A “quality improvement
organization” (QIO) that contracts with
Medicare to perform review (QIOs were
formerly known as quality control peer
review organizations, or “PROs”); (2) an
entity that meets the requirements to
contract with Medicare as a QIO; and (3)
a private accreditation body. Only
contracts with the first two categories
were eligible for a 75 percent matching
rate under the pre-BBA rules.)

Under proposed §438