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(2) Specifications for the activities
related to external quality review;

(3) Circumstances under which exter-
nal quality review may use the results
of Medicare quality reviews or private
accreditation reviews; and

(4) Standards for making available
the results of the reviews.

(c) Applicability. The provisions of
this subpart apply to MCOs, PIHPs, and
to health insuring organizations (HIOs)
that began on or after January 1, 1986
that the statute does not explicitly ex-
empt from requirements in section
1903(m) of the Act.

§438.320 Definitions.

As used in this subpart—

EQR stands for external quality re-
view.

EQRO stands for external quality re-
view organization.

External quality review means the
analysis and evaluation by an EQRO, of
aggregated information on quality,
timeliness, and access to the health
care services that an MCO or PIHP, or
their contractors furnish to Medicaid
recipients.

External quality review organization
means an organization that meets the
competence and independence require-
ments set forth in §438.354, and per-
forms external quality review, other
EQR-related activities as set forth in
§438.358, or both.

Financial relationship means—

(1) A direct or indirect ownership or
investment interest (including an op-
tion or nonvested interest) in any enti-
ty. This direct or indirect interest may
be in the form of equity, debt, or other
means and includes any indirect owner-
ship or investment interest no matter
how many levels removed from a direct
interest; or

(2) A compensation arrangement with
an entity.

Quality, as it pertains to external
quality review, means the degree to
which an MCO or PIHP increases the
likelihood of desired health outcomes
of its enrollees through its structural
and operational characteristics and
through the provision of health serv-
ices that are consistent with current
professional knowledge.

Validation means the review of infor-
mation, data, and procedures to deter-

§438.354

mine the extent to which they are ac-
curate, reliable, free from bias, and in
accord with standards for data collec-
tion and analysis.

§438.350 State responsibilities.

Each State that contracts with MCOs
or PITHPs must ensure that—

(a) Except as provided in §438.362, a
qualified EQRO performs an annual
EQR for each contracting MCO or
PIHP;

(b) The EQRO has sufficient informa-
tion to use in performing the review;

(c) The information used to carry out
the review must be obtained from the
EQR-related activities described in
§438.358.

(d) For each EQR-related activity,
the information must include the ele-
ments described in §438.364(a)(1)(i)
through (a)(1)(iv);

(e) The information provided to the
EQRO in accordance with paragraph (c)
of this section is obtained through
methods consistent with the protocols
established under §438.352; and

(f) The results of the reviews are
made available as specified in §438.364.

§438.352
tocols.

External quality review pro-

Each protocol must specify—

(a) The data to be gathered;

(b) The sources of the data;

(c) The activities and steps to be fol-
lowed in collecting the data to promote
its accuracy, validity, and reliability;

(d) The proposed method or methods
for validly analyzing and interpreting
the data once obtained; and

(e) Instructions, guidelines, work-
sheets, and other documents or tools
necessary for implementing the pro-
tocol.

§438.354 Qualifications of external
quality review organizations.

(a) General rule. The State must en-
sure that an EQRO meets the require-
ments of this section.

(b) Competence. The EQRO must have
at a minimum the following:

(1) Staff with demonstrated experi-
ence and knowledge of—

(i) Medicaid recipients, policies, data
systems, and processes;

(ii) Managed care delivery systems,
organizations, and financing;
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§438.356

(iii) Quality assessment and improve-
ment methods; and

(iv) Research design and method-
ology, including statistical analysis.

(2) Sufficient physical, technological,
and financial resources to conduct EQR
or EQR-related activities.

(3) Other clinical and mnonclinical
skills necessary to carry out EQR or
EQR-related activities and to oversee
the work of any subcontractors.

(c) Independence. The EQRO and its
subcontractors are independent from
the State Medicaid agency and from
the MCOs or PIHPs that they review.
To qualify as ‘‘independent’—

(1) A State agency, department, uni-
versity, or other State entity may not
have Medicaid purchasing or managed
care licensing authority; and

(2) A State agency, department, uni-
versity, or other State entity must be
governed by a Board or similar body
the majority of whose members are not
government employees.

(3) An EQRO may not—

(i) Review a particular MCO or PIHP
if either the EQRO or the MCO or PIHP
exerts control over the other (as used
in this paragraph, ‘‘control” has the
meaning given the term in 48 CFR
19.101) through—

(A) Stock ownership;

(B) Stock options and convertible de-
bentures;

(C) Voting trusts;

(D) Common management, including
interlocking management; and

(E) Contractual relationships.

(ii) Deliver any health care services
to Medicaid recipients;

(iii) Conduct, on the State’s behalf,
ongoing Medicaid managed care pro-
gram operations related to oversight of
the quality of MCO or PIHP services,
except for the related activities speci-
fied in §438.358; or

(iv) Have a present, or known future,
direct or indirect financial relationship
with an MCO or PIHP that it will re-
view as an EQRO.

§438.356 State contract options.

(a) The State—

(1) Must contract with one EQRO to
conduct either EQR alone or EQR and
other EQR-related activities; and
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(2) May contract with additional
EQROs to conduct EQR-related activi-
ties as set forth in §438.358.

(b) Each EQRO must meet the com-
petence requirements as specified in
§438.354(b).

(c) Each EQRO is permitted to use
subcontractors. The EQRO is account-
able for, and must oversee, all subcon-
tractor functions.

(d) BEach EQRO and its subcontrac-
tors performing EQR or EQR-related
activities must meet the requirements
for independence, as specified in
§438.354(c).

(e) For each contract, the State must
follow an open, competitive procure-
ment process that is in accordance
with State law and regulations and
consistent with 45 CFR part 74 as it ap-
plies to State procurement of Medicaid
services.

§438.358 Activities related to external
quality review.

(a) General rule. The State, its agent
that is not an MCO or PIHP, or an
EQRO may perform the mandatory and
optional EQR-related activities in this
section.

(b) Mandatory activities. For each
MCO and PIHP, the EQR must use in-
formation from the following activi-
ties:

(1) Validation of performance im-
provement projects required by the
State to comply with requirements set
forth in §438.240(b)(1) and that were un-
derway during the preceding 12
months.

(2) Validation of MCO or PIHP per-
formance measures reported (as re-
quired by the State) or MCO or PIHP
performance measure calculated by the
State during the preceding 12 months
to comply with requirements set forth
in §438.240(b)(2).

(3) A review, conducted within the
previous 3-year period, to determine
the MCO’s or PIHP’s compliance with
standards (except with respect to
standards under §§438.240(b)(1) and (2),
for the conduct of performance im-
provement projects and calculation of
performance measures respectively) es-
tablished by the State to comply with
the requirements of §438.204(g).

(c) Optional activities. The EQR may
also use information derived during the
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