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be licensed or certified by the State as 
a risk-bearing entity. 

(2) Exception. Paragraph (b)(1) of this 
section does not apply to an MCO or 
PIHP, that meets any of the following 
conditions: 

(i) Does not provide both inpatient 
hospital services and physician serv-
ices. 

(ii) Is a public entity. 
(iii) Is (or is controlled by) one or 

more Federally qualified health cen-
ters and meets the solvency standards 
established by the State for those cen-
ters. 

(iv) Has its solvency guaranteed by 
the State. 

[67 FR 41095, June 14, 2002; 67 FR 65505, Oct. 
25, 2002] 

Subpart D—Quality Assessment 
and Performance Improvement 

§ 438.200 Scope. 
This subpart implements section 

1932(c)(1) of the Act and sets forth spec-
ifications for quality assessment and 
performance improvement strategies 
that States must implement to ensure 
the delivery of quality health care by 
all MCOs, PIHPs, and PAHPs. It also 
establishes standards that States, 
MCOs, PIHPs, and PAHPs must meet. 

§ 438.202 State responsibilities. 
Each State contracting with an MCO 

or PIHP must do the following: 
(a) Have a written strategy for as-

sessing and improving the quality of 
managed care services offered by all 
MCOs and PIHPs. 

(b) Obtain the input of recipients and 
other stakeholders in the development 
of the strategy and make the strategy 
available for public comment before 
adopting it in final. 

(c) Ensure that MCOs, PIHPs, and 
PAHPs comply with standards estab-
lished by the State, consistent with 
this subpart. 

(d) Conduct periodic reviews to 
evaluate the effectiveness of the strat-
egy, and update the strategy periodi-
cally, as needed. 

(e) Submit to CMS the following: 
(1) A copy of the initial strategy, and 

a copy of the revised strategy whenever 
significant changes are made. 

(2) Regular reports on the implemen-
tation and effectiveness of the strat-
egy. 

§ 438.204 Elements of State quality 
strategies. 

At a minimum, State strategies must 
include the following: 

(a) The MCO and PIHP contract pro-
visions that incorporate the standards 
specified in this subpart. 

(b) Procedures that— 
(1) Assess the quality and appro-

priateness of care and services fur-
nished to all Medicaid enrollees under 
the MCO and PIHP contracts, and to 
individuals with special health care 
needs. 

(2) Identify the race, ethnicity, and 
primary language spoken of each Med-
icaid enrollee. States must provide this 
information to the MCO and PIHP for 
each Medicaid enrollee at the time of 
enrollment. 

(3) Regularly monitor and evaluate 
the MCO and PIHP compliance with 
the standards. 

(c) For MCOs and PIHPs, any na-
tional performance measures and levels 
that may be identified and developed 
by CMS in consultation with States 
and other relevant stakeholders. 

(d) Arrangements for annual, exter-
nal independent reviews of the quality 
outcomes and timeliness of, and access 
to, the services covered under each 
MCO and PIHP contract. 

(e) For MCOs, appropriate use of in-
termediate sanctions that, at a min-
imum, meet the requirements of sub-
part I of this part. 

(f) An information system that sup-
ports initial and ongoing operation and 
review of the State’s quality strategy. 

(g) Standards, at least as stringent as 
those in the following sections of this 
subpart, for access to care, structure 
and operations, and quality measure-
ment and improvement. 

ACCESS STANDARDS 

§ 438.206 Availability of services. 

(a) Basic rule. Each State must en-
sure that all services covered under the 
State plan are available and accessible 
to enrollees of MCOs, PIHPs, and 
PAHPs. 
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(b) Delivery network. The State must 
ensure, through its contracts, that 
each MCO, and each PIHP and PAHP 
consistent with the scope of the PIHP’s 
or PAHP’s contracted services, meets 
the following requirements: 

(1) Maintains and monitors a net-
work of appropriate providers that is 
supported by written agreements and is 
sufficient to provide adequate access to 
all services covered under the contract. 
In establishing and maintaining the 
network, each MCO, PIHP, and PAHP 
must consider the following: 

(i) The anticipated Medicaid enroll-
ment. 

(ii) The expected utilization of serv-
ices, taking into consideration the 
characteristics and health care needs 
of specific Medicaid populations rep-
resented in the particular MCO, PIHP, 
and PAHP. 

(iii) The numbers and types (in terms 
of training, experience, and specializa-
tion) of providers required to furnish 
the contracted Medicaid services. 

(iv) The numbers of network pro-
viders who are not accepting new Med-
icaid patients. 

(v) The geographic location of pro-
viders and Medicaid enrollees, consid-
ering distance, travel time, the means 
of transportation ordinarily used by 
Medicaid enrollees, and whether the lo-
cation provides physical access for 
Medicaid enrollees with disabilities. 

(2) Provides female enrollees with di-
rect access to a women’s health spe-
cialist within the network for covered 
care necessary to provide women’s rou-
tine and preventive health care serv-
ices. This is in addition to the enroll-
ee’s designated source of primary care 
if that source is not a women’s health 
specialist. 

(3) Provides for a second opinion from 
a qualified health care professional 
within the network, or arranges for the 
enrollee to obtain one outside the net-
work, at no cost to the enrollee. 

(4) If the network is unable to pro-
vide necessary services, covered under 
the contract, to a particular enrollee, 
the MCO, PIHP, or PAHP must ade-
quately and timely cover these services 
out of network for the enrollee, for as 
long as the MCO, PIHP, or PAHP is un-
able to provide them. 

(5) Requires out-of-network providers 
to coordinate with the MCO or PIHP 
with respect to payment and ensures 
that cost to the enrollee is no greater 
than it would be if the services were 
furnished within the network. 

(6) Demonstrates that its providers 
are credentialed as required by § 438.214. 

(c) Furnishing of services. The State 
must ensure that each MCO, PIHP, and 
PAHP contract complies with the re-
quirements of this paragraph. 

(1) Timely access. Each MCO, PIHP, 
and PAHP must do the following: 

(i) Meet and require its providers to 
meet State standards for timely access 
to care and services, taking into ac-
count the urgency of the need for serv-
ices. 

(ii) Ensure that the network pro-
viders offer hours of operation that are 
no less than the hours of operation of-
fered to commercial enrollees or com-
parable to Medicaid fee-for-service, if 
the provider serves only Medicaid en-
rollees. 

(iii) Make services included in the 
contract available 24 hours a day, 7 
days a week, when medically nec-
essary. 

(iv) Establish mechanisms to ensure 
compliance by providers. 

(v) Monitor providers regularly to de-
termine compliance. 

(vi) Take corrective action if there is 
a failure to comply. 

(2) Cultural considerations. Each MCO, 
PIHP, and PAHP participates in the 
State’s efforts to promote the delivery 
of services in a culturally competent 
manner to all enrollees, including 
those with limited English proficiency 
and diverse cultural and ethnic back-
grounds. 

§ 438.207 Assurances of adequate ca-
pacity and services. 

(a) Basic rule. The State must ensure, 
through its contracts, that each MCO, 
PIHP, and PAHP gives assurances to 
the State and provides supporting doc-
umentation that demonstrates that it 
has the capacity to serve the expected 
enrollment in its service area in ac-
cordance with the State’s standards for 
access to care under this subpart. 

(b) Nature of supporting documenta-
tion. Each MCO, PIHP, and PAHP must 
submit documentation to the State, in 
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a format specified by the State to dem-
onstrate that it complies with the fol-
lowing requirements: 

(1) Offers an appropriate range of pre-
ventive, primary care, and specialty 
services that is adequate for the antici-
pated number of enrollees for the serv-
ice area. 

(2) Maintains a network of providers 
that is sufficient in number, mix, and 
geographic distribution to meet the 
needs of the anticipated number of en-
rollees in the service area. 

(c) Timing of documentation. Each 
MCO, PIHP, and PAHP must submit 
the documentation described in para-
graph (b) of this section as specified by 
the State, but no less frequently than 
the following: 

(1) At the time it enters into a con-
tract with the State. 

(2) At any time there has been a sig-
nificant change (as defined by the 
State) in the MCO’s, PIHP’s, or PAHP’s 
operations that would affect adequate 
capacity and services, including— 

(i) Changes in MCO, PIHP, or PAHP 
services, benefits, geographic service 
area or payments; or 

(ii) Enrollment of a new population 
in the MCO, PIHP, or PAHP. 

(d) State review and certification to 
CMS. After the State reviews the docu-
mentation submitted by the MCO, 
PIHP, or PAHP, the State must certify 
to CMS that the MCO, PIHP, or PAHP 
has complied with the State’s require-
ments for availability of services, as 
set forth in § 438.206. 

(e) CMS’ right to inspect documenta-
tion. The State must make available to 
CMS, upon request, all documentation 
collected by the State from the MCO, 
PIHP, or PAHP. 

§ 438.208 Coordination and continuity 
of care. 

(a) Basic requirement—(1) General rule. 
Except as specified in paragraphs (a)(2) 
and (a)(3) of this section, the State 
must ensure through its contracts, 
that each MCO, PIHP, and PAHP com-
plies with the requirements of this sec-
tion. 

(2) PIHP and PAHP exception. For 
PIHPs and PAHPs, the State deter-
mines, based on the scope of the enti-
ty’s services, and on the way the State 
has organized the delivery of managed 

care services, whether a particular 
PIHP or PAHP is required to— 

(i) Meet the primary care require-
ment of paragraph (b)(1) of this section; 
and 

(ii) Implement mechanisms for iden-
tifying, assessing, and producing a 
treatment plan for an individual with 
special health care needs, as specified 
in paragraph (c) of this section. 

(3) Exception for MCOs that serve du-
ally eligible enrollees. (i) For each MCO 
that serves enrollees who are also en-
rolled in and receive Medicare benefits 
from a Medicare+Choice plan, the 
State determines to what extent the 
MCO must meet the primary care co-
ordination, identification, assessment, 
and treatment planning provisions of 
paragraphs (b) and (c) of this section 
with respect to dually eligible individ-
uals. 

(ii) The State bases its determination 
on the services it requires the MCO to 
furnish to dually eligible enrollees. 

(b) Primary care and coordination of 
health care services for all MCO, PIHP, 
and PAHP enrollees. Each MCO, PIHP, 
and PAHP must implement procedures 
to deliver primary care to and coordi-
nate health care service for all MCO, 
PIHP, and PAHP enrollees. These pro-
cedures must meet State requirements 
and must do the following: 

(1) Ensure that each enrollee has an 
ongoing source of primary care appro-
priate to his or her needs and a person 
or entity formally designated as pri-
marily responsible for coordinating the 
health care services furnished to the 
enrollee. 

(2) Coordinate the services the MCO, 
PIHP, or PAHP furnishes to the en-
rollee with the services the enrollee re-
ceives from any other MCO, PIHP, or 
PAHP. 

(3) Share with other MCOs, PIHPs, 
and PAHPs serving the enrollee with 
special health care needs the results of 
its identification and assessment of 
that enrollee’s needs to prevent dupli-
cation of those activities. 

(4) Ensure that in the process of co-
ordinating care, each enrollee’s privacy 
is protected in accordance with the pri-
vacy requirements in 45 CFR parts 160 
and 164 subparts A and E, to the extent 
that they are applicable. 
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(c) Additional services for enrollees with 
special health care needs—(1) Identifica-
tion. The State must implement mech-
anisms to identify persons with special 
health care needs to MCOs, PIHPs and 
PAHPs, as those persons are defined by 
the State. These identification mecha-
nisms— 

(i) Must be specified in the State’s 
quality improvement strategy in 
§ 438.202; and 

(ii) May use State staff, the State’s 
enrollment broker, or the State’s 
MCOs, 

PIHPs and PAHPs. 
(2) Assessment. Each MCO, PIHP, and 

PAHP must implement mechanisms to 
assess each Medicaid enrollee identi-
fied by the State (through the mecha-
nism specified in paragraph (c)(1) of 
this section) and identified to the MCO, 
PIHP, and PAHP by the State as hav-
ing special health care needs in order 
to identify any ongoing special condi-
tions of the enrollee that require a 
course of treatment or regular care 
monitoring. The assessment mecha-
nisms must use appropriate health care 
professionals. 

(3) Treatment plans. If the State re-
quires MCOs, PIHPs, and PAHPs to 
produce a treatment plan for enrollees 
with special health care needs who are 
determined through assessment to need 
a course of treatment or regular care 
monitoring, the treatment plan must 
be— 

(i) Developed by the enrollee’s pri-
mary care provider with enrollee par-
ticipation, and in consultation with 
any specialists caring for the enrollee; 

(ii) Approved by the MCO, PIHP, or 
PAHP in a timely manner, if this ap-
proval is required by the MCO, PIHP, 
or PAHP; and 

(iii) In accord with any applicable 
State quality assurance and utilization 
review standards. 

(4) Direct access to specialists. For en-
rollees with special health care needs 
determined through an assessment by 
appropriate health care professionals 
(consistent with § 438.208(c)(2)) to need 
a course of treatment or regular care 
monitoring, each MCO, PIHP, and 
PAHP must have a mechanism in place 
to allow enrollees to directly access a 
specialist (for example, through a 
standing referral or an approved num-

ber of visits) as appropriate for the en-
rollee’s condition and identified needs. 

§ 438.210 Coverage and authorization 
of services. 

(a) Coverage. Each contract with an 
MCO, PIHP, or PAHP must do the fol-
lowing: 

(1) Identify, define, and specify the 
amount, duration, and scope of each 
service that the MCO, PIHP, or PAHP 
is required to offer. 

(2) Require that the services identi-
fied in paragraph (a)(1) of this section 
be furnished in an amount, duration, 
and scope that is no less than the 
amount, duration, and scope for the 
same services furnished to bene-
ficiaries under fee-for-service Medicaid, 
as set forth in § 440.230. 

(3) Provide that the MCO, PIHP, or 
PAHP— 

(i) Must ensure that the services are 
sufficient in amount, duration, or 
scope to reasonably be expected to 
achieve the purpose for which the serv-
ices are furnished. 

(ii) May not arbitrarily deny or re-
duce the amount, duration, or scope of 
a required service solely because of di-
agnosis, type of illness, or condition of 
the beneficiary; 

(iii) May place appropriate limits on 
a service— 

(A) On the basis of criteria applied 
under the State plan, such as medical 
necessity; or 

(B) For the purpose of utilization 
control, provided the services furnished 
can reasonably be expected to achieve 
their purpose, as required in paragraph 
(a)(3)(i) of this section; and 

(4) Specify what constitutes ‘‘medi-
cally necessary services’’ in a manner 
that— 

(i) Is no more restrictive than that 
used in the State Medicaid program as 
indicated in State statutes and regula-
tions, the State Plan, and other State 
policy and procedures; and 

(ii) Addresses the extent to which the 
MCO, PIHP, or PAHP is responsible for 
covering services related to the fol-
lowing: 

(A) The prevention, diagnosis, and 
treatment of health impairments. 

(B) The ability to achieve age-appro-
priate growth and development. 
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(C) The ability to attain, maintain, 
or regain functional capacity. 

(b) Authorization of services. For the 
processing of requests for initial and 
continuing authorizations of services, 
each contract must require— 

(1) That the MCO, PIHP, or PAHP 
and its subcontractors have in place, 
and follow, written policies and proce-
dures. 

(2) That the MCO, PIHP, or PAHP— 
(i) Have in effect mechanisms to en-

sure consistent application of review 
criteria for authorization decisions; 
and 

(ii) Consult with the requesting pro-
vider when appropriate. 

(3) That any decision to deny a serv-
ice authorization request or to author-
ize a service in an amount, duration, or 
scope that is less than requested, be 
made by a health care professional who 
has appropriate clinical expertise in 
treating the enrollee’s condition or dis-
ease. 

(c) Notice of adverse action. Each con-
tract must provide for the MCO, PIHP, 
or PAHP to notify the requesting pro-
vider, and give the enrollee written no-
tice of any decision by the MCO, PIHP, 
or PAHP to deny a service authoriza-
tion request, or to authorize a service 
in an amount, duration, or scope that 
is less than requested. For MCOs and 
PIHPs, the notice must meet the re-
quirements of § 438.404, except that the 
notice to the provider need not be in 
writing. 

(d) Timeframe for decisions. Each MCO, 
PIHP, or PAHP contract must provide 
for the following decisions and notices: 

(1) Standard authorization decisions. 
For standard authorization decisions, 
provide notice as expeditiously as the 
enrollee’s health condition requires 
and within State-established time-
frames that may not exceed 14 calendar 
days following receipt of the request 
for service, with a possible extension of 
up to 14 additional calendar days, if— 

(i) The enrollee, or the provider, re-
quests extension; or 

(ii) The MCO, PIHP, or PAHP justi-
fies (to the State agency upon request) 
a need for additional information and 
how the extension is in the enrollee’s 
interest. 

(2) Expedited authorization decisions. 
(i) For cases in which a provider indi-

cates, or the MCO, PIHP, or PAHP de-
termines, that following the standard 
timeframe could seriously jeopardize 
the enrollee’s life or health or ability 
to attain, maintain, or regain max-
imum function, the MCO, PIHP, or 
PAHP must make an expedited author-
ization decision and provide notice as 
expeditiously as the enrollee’s health 
condition requires and no later than 3 
working days after receipt of the re-
quest for service. 

(ii) The MCO, PIHP, or PAHP may 
extend the 3 working days time period 
by up to 14 calendar days if the en-
rollee requests an extension, or if the 
MCO, PIHP, or PAHP justifies (to the 
State agency upon request) a need for 
additional information and how the ex-
tension is in the enrollee’s interest. 

(e) Compensation for utilization man-
agement activities. Each contract must 
provide that, consistent with § 438.6(h), 
and § 422.208 of this chapter, compensa-
tion to individuals or entities that con-
duct utilization management activities 
is not structured so as to provide in-
centives for the individual or entity to 
deny, limit, or discontinue medically 
necessary services to any enrollee. 

STRUCTURE AND OPERATION STANDARDS 

§ 438.214 Provider selection. 

(a) General rules. The State must en-
sure, through its contracts, that each 
MCO, PIHP, or PAHP implements writ-
ten policies and procedures for selec-
tion and retention of providers and 
that those policies and procedures in-
clude, at a minimum, the requirements 
of this section. 

(b) Credentialing and recredentialing 
requirements. (1) Each State must estab-
lish a uniform credentialing and 
recredentialing policy that each MCO, 
PIHP, and PAHP must follow. 

(2) Each MCO, PIHP, and PAHP must 
follow a documented process for 
credentialing and recredentialing of 
providers who have signed contracts or 
participation agreements with the 
MCO, PIHP, or PAHP. 

(c) Nondiscrimination. MCO, PIHP, 
and PAHP provider selection policies 
and procedures, consistent with § 438.12, 
must not discriminate against par-
ticular providers that serve high-risk 
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populations or specialize in conditions 
that require costly treatment. 

(d) Excluded providers. MCOs, PIHPs, 
and PAHPs may not employ or con-
tract with providers excluded from par-
ticipation in Federal health care pro-
grams under either section 1128 or sec-
tion 1128A of the Act. 

(e) State requirements. Each MCO, 
PIHP, and PAHP must comply with 
any additional requirements estab-
lished by the State. 

[67 FR 41095, June 14, 2002; 67 FR 54532, Aug. 
22, 2002] 

§ 438.218 Enrollee information. 

The requirements that States must 
meet under § 438.10 constitute part of 
the State’s quality strategy at § 438.204. 

§ 438.224 Confidentiality. 

The State must ensure, through its 
contracts, that (consistent with sub-
part F of part 431 of this chapter), for 
medical records and any other health 
and enrollment information that iden-
tifies a particular enrollee, each MCO, 
PIHP, and PAHP uses and discloses 
such individually identifiable health 
information in accordance with the pri-
vacy requirements in 45 CFR parts 160 
and 164, subparts A and E, to the extent 
that these requirements are applicable. 

§ 438.226 Enrollment and 
disenrollment. 

The State must ensure that each 
MCO, PIHP, and PAHP contract com-
plies with the enrollment and 
disenrollment requirements and limi-
tations set forth in § 438.56. 

§ 438.228 Grievance systems. 

(a) The State must ensure, through 
its contracts, that each MCO and PIHP 
has in effect a grievance system that 
meets the requirements of subpart F of 
this part. 

(b) If the State delegates to the MCO 
or PIHP responsibility for notice of ac-
tion under subpart E of part 431 of this 
chapter, the State must conduct ran-
dom reviews of each delegated MCO or 
PIHP and its providers and subcontrac-
tors to ensure that they are notifying 
enrollees in a timely manner. 

§ 438.230 Subcontractual relationships 
and delegation. 

(a) General rule. The State must en-
sure, through its contracts, that each 
MCO, PIHP, and PAHP— 

(1) Oversees and is accountable for 
any functions and responsibilities that 
it delegates to any subcontractor; and 

(2) Meets the conditions of paragraph 
(b) of this section. 

(b) Specific conditions. (1) Before any 
delegation, each MCO, PIHP, and 
PAHP evaluates the prospective sub-
contractor’s ability to perform the ac-
tivities to be delegated. 

(2) There is a written agreement 
that— 

(i) Specifies the activities and report 
responsibilities delegated to the sub-
contractor; and 

(ii) Provides for revoking delegation 
or imposing other sanctions if the sub-
contractor’s performance is inad-
equate. 

(3) The MCO, PIHP, or PAHP mon-
itors the subcontractor’s performance 
on an ongoing basis and subjects it to 
formal review according to a periodic 
schedule established by the State, con-
sistent with industry standards or 
State MCO laws and regulations. 

(4) If any MCO, PIHP, or PAHP iden-
tifies deficiencies or areas for improve-
ment, the MCO, PIHP, or PAHP and 
the subcontractor take corrective ac-
tion. 

MEASUREMENT AND IMPROVEMENT 
STANDARDS 

§ 438.236 Practice guidelines. 
(a) Basic rule: The State must ensure, 

through its contracts, that each MCO 
and, when applicable, each PIHP and 
PAHP meets the requirements of this 
section. 

(b) Adoption of practice guidelines. 
Each MCO and, when applicable, each 
PIHP and PAHP adopts practice guide-
lines that meet the following require-
ments: 

(1) Are based on valid and reliable 
clinical evidence or a consensus of 
health care professionals in the par-
ticular field. 

(2) Consider the needs of the MCO’s, 
PIHP’s, or PAHP’s enrollees. 

(3) Are adopted in consultation with 
contracting health care professionals. 
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(4) Are reviewed and updated periodi-
cally as appropriate. 

(c) Dissemination of guidelines. Each 
MCO, PIHP, and PAHP disseminates 
the guidelines to all affected providers 
and, upon request, to enrollees and po-
tential enrollees. 

(d) Application of guidelines. Decisions 
for utilization management, enrollee 
education, coverage of services, and 
other areas to which the guidelines 
apply are consistent with the guide-
lines. 

§ 438.240 Quality assessment and per-
formance improvement program. 

(a) General rules. (1) The State must 
require, through its contracts, that 
each MCO and PIHP have an ongoing 
quality assessment and performance 
improvement program for the services 
it furnishes to its enrollees. 

(2) CMS, in consultation with States 
and other stakeholders, may specify 
performance measures and topics for 
performance improvement projects to 
be required by States in their contracts 
with MCOs and PIHPs. 

(b) Basic elements of MCO and PIHP 
quality assessment and performance im-
provement programs. At a minimum, the 
State must require that each MCO and 
PIHP comply with the following re-
quirements: 

(1) Conduct performance improve-
ment projects as described in para-
graph (d) of this section. These projects 
must be designed to achieve, through 
ongoing measurements and interven-
tion, significant improvement, sus-
tained over time, in clinical care and 
nonclinical care areas that are ex-
pected to have a favorable effect on 
health outcomes and enrollee satisfac-
tion. 

(2) Submit performance measurement 
data as described in paragraph (c) of 
this section. 

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

(4) Have in effect mechanisms to as-
sess the quality and appropriateness of 
care furnished to enrollees with special 
health care needs. 

(c) Performance measurement. Annu-
ally each MCO and PIHP must— 

(1) Measure and report to the State 
its performance, using standard meas-

ures required by the State including 
those that incorporate the require-
ments of §§ 438.204(c) and 438.240(a)(2); 

(2) Submit to the State, data speci-
fied by the State, that enables the 
State to measure the MCO’s or PIHP’s 
performance; or 

(3) Perform a combination of the ac-
tivities described in paragraphs (c)(1) 
and (c)(2) of this section. 

(d) Performance improvement projects. 
(1) MCOs and PIHPs must have an on-
going program of performance im-
provement projects that focus on clin-
ical and nonclinical areas, and that in-
volve the following: 

(i) Measurement of performance 
using objective quality indicators. 

(ii) Implementation of system inter-
ventions to achieve improvement in 
quality. 

(iii) Evaluation of the effectiveness 
of the interventions. 

(iv) Planning and initiation of activi-
ties for increasing or sustaining im-
provement. 

(2) Each MCO and PIHP must report 
the status and results of each project 
to the State as requested, including 
those that incorporate the require-
ments of § 438.240(a)(2). Each perform-
ance improvement project must be 
completed in a reasonable time period 
so as to generally allow information on 
the success of performance improve-
ment projects in the aggregate to 
produce new information on quality of 
care every year. 

(e) Program review by the State. (1) The 
State must review, at least annually, 
the impact and effectiveness of each 
MCO’s and PIHP’s quality assessment 
and performance improvement pro-
gram. The review must include— 

(i) The MCO’s and PIHP’s perform-
ance on the standard measures on 
which it is required to report; and 

(ii) The results of each MCO’s and 
PIHP’s performance improvement 
projects. 

(2) The State may require that an 
MCO or PIHP have in effect a process 
for its own evaluation of the impact 
and effectiveness of its quality assess-
ment and performance improvement 
program. 
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§ 438.242 Health information systems. 

(a) General rule. The State must en-
sure, through its contracts, that each 
MCO and PIHP maintains a health in-
formation system that collects, ana-
lyzes, integrates, and reports data and 
can achieve the objectives of this sub-
part. The system must provide infor-
mation on areas including, but not lim-
ited to, utilization, grievances and ap-
peals, and disenrollments for other 
than loss of Medicaid eligibility. 

(b) Basic elements of a health informa-
tion system. The State must require, at 
a minimum, that each MCO and PIHP 
comply with the following: 

(1) Collect data on enrollee and pro-
vider characteristics as specified by 
the State, and on services furnished to 
enrollees through an encounter data 
system or other methods as may be 
specified by the State. 

(2) Ensure that data received from 
providers is accurate and complete 
by— 

(i) Verifying the accuracy and timeli-
ness of reported data; 

(ii) Screening the data for complete-
ness, logic, and consistency; and 

(iii) Collecting service information in 
standardized formats to the extent fea-
sible and appropriate. 

(3) Make all collected data available 
to the State and upon request to CMS, 
as required in this subpart. 

Subpart E—External Quality 
Review 

SOURCE: 68 FR 3635, Jan. 24, 2003, unless 
otherwise noted. 

§ 438.310 Basis, scope, and applica-
bility. 

(a) Statutory basis. This subpart is 
based on sections 1932(c)(2), 
1903(a)(3)(C)(ii), and 1902(a)(4) of the 
Act. 

(b) Scope. This subpart sets forth re-
quirements for annual external quality 
reviews of each contracting managed 
care organization (MCO) and prepaid 
inpatient health plan (PIHP), includ-
ing— 

(1) Criteria that States must use in 
selecting entities to perform the re-
views; 

(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. 
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