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§ 438.62 Continued services to recipi-
ents. 

The State agency must arrange for 
Medicaid services to be provided with-
out delay to any Medicaid enrollee of 
an MCO, PIHP, PAHP, or PCCM whose 
contract is terminated and for any 
Medicaid enrollee who is disenrolled 
from an MCO, PIHP, PAHP, or PCCM 
for any reason other than ineligibility 
for Medicaid. 

§ 438.66 Monitoring procedures. 

The State agency must have in effect 
procedures for monitoring the MCO’s, 
PIHP’s, or PAHP’s operations, includ-
ing, at a minimum, operations related 
to the following: 

(a) Recipient enrollment and 
disenrollment. 

(b) Processing of grievances and ap-
peals. 

(c) Violations subject to inter-
mediate sanctions, as set forth in sub-
part I of this part. 

(d) Violations of the conditions for 
FFP, as set forth in subpart J of this 
part. 

(e) All other provisions of the con-
tract, as appropriate. 

Subpart C—Enrollee Rights and 
Protections 

§ 438.100 Enrollee rights. 

(a) General rule. The State must en-
sure that— 

(1) Each MCO and PIHP has written 
policies regarding the enrollee rights 
specified in this section; and 

(2) Each MCO, PIHP, PAHP, and 
PCCM complies with any applicable 
Federal and State laws that pertain to 
enrollee rights, and ensures that its 
staff and affiliated providers take 
those rights into account when fur-
nishing services to enrollees. 

(b) Specific rights—(1) Basic require-
ment. The State must ensure that each 
managed care enrollee is guaranteed 
the rights as specified in paragraphs 
(b)(2) and (b)(3) of this section. 

(2) An enrollee of an MCO, PIHP, 
PAHP, or PCCM has the following 
rights: The right to— 

(i) Receive information in accordance 
with § 438.10. 

(ii) Be treated with respect and with 
due consideration for his or her dignity 
and privacy. 

(iii) Receive information on available 
treatment options and alternatives, 
presented in a manner appropriate to 
the enrollee’s condition and ability to 
understand. (The information require-
ments for services that are not covered 
under the contract because of moral or 
religious objections are set forth in 
§ 438.10(f)(6)(xii).) 

(iv) Participate in decisions regard-
ing his or her health care, including 
the right to refuse treatment. 

(v) Be free from any form of restraint 
or seclusion used as a means of coer-
cion, discipline, convenience or retalia-
tion, as specified in other Federal regu-
lations on the use of restraints and se-
clusion. 

(vi) If the privacy rule, as set forth in 
45 CFR parts 160 and 164 subparts A and 
E, applies, request and receive a copy 
of his or her medical records, and re-
quest that they be amended or cor-
rected, as specified in 45 CFR § 164.524 
and 164.526. 

(3) An enrollee of an MCO, PIHP, or 
PAHP (consistent with the scope of the 
PAHP’s contracted services) has the 
right to be furnished health care serv-
ices in accordance with §§ 438.206 
through 438.210. 

(c) Free exercise of rights. The State 
must ensure that each enrollee is free 
to exercise his or her rights, and that 
the exercise of those rights does not 
adversely affect the way the MCO, 
PIHP, PAHP, or PCCM and its pro-
viders or the State agency treat the en-
rollee. 

(d) Compliance with other Federal and 
State laws. The State must ensure that 
each MCO, PIHP, PAHP, and PCCM 
complies with any other applicable 
Federal and State laws (such as: title 
VI of the Civil Rights Act of 1964 as im-
plemented by regulations at 45 CFR 
part 80; the Age Discrimination Act of 
1975 as implemented by regulations at 
45 CFR part 91; the Rehabilitation Act 
of 1973; and titles II and III of the 
Americans with Disabilities Act; and 
other laws regarding privacy and con-
fidentiality). 

[67 FR 41095, June 14, 2002; 67 FR 65505, Oct. 
25, 2002] 
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§ 438.102 Provider-enrollee commu-
nications. 

(a) General rules. (1) An MCO, PIHP, 
or PAHP may not prohibit, or other-
wise restrict, a health care professional 
acting within the lawful scope of prac-
tice, from advising or advocating on 
behalf of an enrollee who is his or her 
patient, for the following: 

(i) The enrollee’s health status, med-
ical care, or treatment options, includ-
ing any alternative treatment that 
may be self-administered. 

(ii) Any information the enrollee 
needs in order to decide among all rel-
evant treatment options. 

(iii) The risks, benefits, and con-
sequences of treatment or nontreat-
ment. 

(iv) The enrollee’s right to partici-
pate in decisions regarding his or her 
health care, including the right to 
refuse treatment, and to express pref-
erences about future treatment deci-
sions. 

(2) Subject to the information re-
quirements of paragraph (b) of this sec-
tion, an MCO, PIHP, or PAHP that 
would otherwise be required to provide, 
reimburse for, or provide coverage of, a 
counseling or referral service because 
of the requirement in paragraph (a)(1) 
of this section is not required to do so 
if the MCO, PIHP, or PAHP objects to 
the service on moral or religious 
grounds. 

(b) Information requirements: MCO, 
PIHP, and PAHP responsibility. (1) An 
MCO, PIHP, or PAHP that elects the 
option provided in paragraph (a)(2) of 
this section must furnish information 
about the services it does not cover as 
follows: 

(i) To the State— 
(A) With its application for a Med-

icaid contract; and 
(B) Whenever it adopts the policy 

during the term of the contract. 
(ii) Consistent with the provisions of 

§ 438.10— 
(A) To potential enrollees, before and 

during enrollment; and 
(B) To enrollees, within 90 days after 

adopting the policy with respect to any 
particular service. (Although this time-
frame would be sufficient to entitle the 
MCO, PIHP, or PAHP to the option 
provided in paragraph (a)(2) of this sec-
tion, the overriding rule in § 438.10(f)(4) 

requires the State, its contracted rep-
resentative, or MCO, PIHP, or PAHP to 
furnish the information at least 30 days 
before the effective date of the policy.) 

(2) As specified in § 438.10, paragraphs 
(e) and (f), the information that MCOs, 
PIHPs, and PAHPs must furnish to en-
rollees and potential enrollees does not 
include how and where to obtain the 
service excluded under paragraph (a)(2) 
of this section. 

(c) Information requirements: State re-
sponsibility. For each service excluded 
by an MCO, PIHP, or PAHP under para-
graph (a)(2) of this section, the State 
must provide information on how and 
where to obtain the service, as speci-
fied in § 438.10, paragraphs (e)(2)(ii)(E) 
and (f)(6)(xii). 

(d) Sanction. An MCO that violates 
the prohibition of paragraph (a)(1) of 
this section is subject to intermediate 
sanctions under subpart I of this part. 

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

§ 438.104 Marketing activities. 
(a) Terminology. As used in this sec-

tion, the following terms have the indi-
cated meanings: 

Cold-call marketing means any unso-
licited personal contact by the MCO, 
PIHP, PAHP, or PCCM with a potential 
enrollee for the purpose of marketing 
as defined in this paragraph. 

Marketing means any communica-
tion, from an MCO, PIHP, PAHP, or 
PCCM to a Medicaid recipient who is 
not enrolled in that entity, that can 
reasonably be interpreted as intended 
to influence the recipient to enroll in 
that particular MCO’s, PIHP’s, 
PAHP’s, or PCCM’s Medicaid product, 
or either to not enroll in, or to 
disenroll from, another MCO’s, PIHP’s, 
PAHP’s, or PCCM’s Medicaid product. 

Marketing materials means materials 
that— 

(1) Are produced in any medium, by 
or on behalf of an MCO, PIHP, PAHP, 
or PCCM; and 

(2) Can reasonably be interpreted as 
intended to market to potential enroll-
ees. 

MCO, PIHP, PAHP, or PCCM include 
any of the entity’s employees, affili-
ated providers, agents, or contractors. 

(b) Contract requirements. Each con-
tract with an MCO, PIHP, PAHP, or 
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PCCM must comply with the following 
requirements: 

(1) Provide that the entity— 
(i) Does not distribute any marketing 

materials without first obtaining State 
approval; 

(ii) Distributes the materials to its 
entire service area as indicated in the 
contract; 

(iii) Complies with the information 
requirements of § 438.10 to ensure that, 
before enrolling, the recipient receives, 
from the entity or the State, the accu-
rate oral and written information he or 
she needs to make an informed deci-
sion on whether to enroll; 

(iv) Does not seek to influence enroll-
ment in conjunction with the sale or 
offering of any private insurance; and 

(v) Does not, directly or indirectly, 
engage in door-to-door, telephone, or 
other cold-call marketing activities. 

(2) Specify the methods by which the 
entity assures the State agency that 
marketing, including plans and mate-
rials, is accurate and does not mislead, 
confuse, or defraud the recipients or 
the State agency. Statements that will 
be considered inaccurate, false, or mis-
leading include, but are not limited to, 
any assertion or statement (whether 
written or oral) that— 

(i) The recipient must enroll in the 
MCO, PIHP, PAHP, or PCCM in order 
to obtain benefits or in order to not 
lose benefits; or 

(ii) The MCO, PIHP, PAHP, or PCCM 
is endorsed by CMS, the Federal or 
State government, or similar entity. 

(c) State agency review. In reviewing 
the marketing materials submitted by 
the entity, the State must consult with 
the Medical Care Advisory Committee 
established under § 431.12 of this chap-
ter or an advisory committee with 
similar membership. 

§ 438.106 Liability for payment. 

Each MCO, PIHP, and PAHP must 
provide that its Medicaid enrollees are 
not held liable for any of the following: 

(a) The MCO’s, PIHP’s, or PAHP’s 
debts, in the event of the entity’s insol-
vency. 

(b) Covered services provided to the 
enrollee, for which— 

(1) The State does not pay the MCO, 
PIHP, or PAHP; or 

(2) The State, or the MCO, PIHP, or 
PAHP does not pay the individual or 
health care provider that furnishes the 
services under a contractual, referral, 
or other arrangement. 

(c) Payments for covered services 
furnished under a contract, referral, or 
other arrangement, to the extent that 
those payments are in excess of the 
amount that the enrollee would owe if 
the MCO, PIHP, or PAHP provided the 
services directly. 

§ 438.108 Cost sharing. 

The contract must provide that any 
cost sharing imposed on Medicaid en-
rollees is in accordance with §§ 447.50 
through 447.60 of this chapter. 

§ 438.114 Emergency and 
poststabilization services. 

(a) Definitions. As used in this sec-
tion— 

Emergency medical condition means a 
medical condition manifesting itself by 
acute symptoms of sufficient severity 
(including severe pain) that a prudent 
layperson, who possesses an average 
knowledge of health and medicine, 
could reasonably expect the absence of 
immediate medical attention to result 
in the following: 

(1) Placing the health of the indi-
vidual (or, with respect to a pregnant 
woman, the health of the woman or her 
unborn child) in serious jeopardy. 

(2) Serious impairment to bodily 
functions. 

(3) Serious dysfunction of any bodily 
organ or part. 

Emergency services means covered in-
patient and outpatient services that 
are as follows: 

(1) Furnished by a provider that is 
qualified to furnish these services 
under this title. 

(2) Needed to evaluate or stabilize an 
emergency medical condition. 

Poststabilization care services means 
covered services, related to an emer-
gency medical condition that are pro-
vided after an enrollee is stabilized in 
order to maintain the stabilized condi-
tion, or, under the circumstances de-
scribed in paragraph (e) of this section, 
to improve or resolve the enrollee’s 
condition. 
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(b) Coverage and payment: General 
rule. The following entities are respon-
sible for coverage and payment of 
emergency services and 
poststabilization care services. 

(1) The MCO, PIHP, or PAHP. 
(2) The PCCM that has a risk con-

tract that covers these services. 
(3) The State, in the case of a PCCM 

that has a fee-for-service contract. 
(c) Coverage and payment: Emergency 

services—(1) The entities identified in 
paragraph (b) of this section— 

(i) Must cover and pay for emergency 
services regardless of whether the pro-
vider that furnishes the services has a 
contract with the MCO, PIHP, PAHP, 
or PCCM; and 

(ii) May not deny payment for treat-
ment obtained under either of the fol-
lowing circumstances: 

(A) An enrollee had an emergency 
medical condition, including cases in 
which the absence of immediate med-
ical attention would not have had the 
outcomes specified in paragraphs (1), 
(2), and (3) of the definition of emer-
gency medical condition in paragraph (a) 
of this section. 

(B) A representative of the MCO, 
PIHP, PAHP, or PCCM instructs the 
enrollee to seek emergency services. 

(2) A PCCM must— 
(i) Allow enrollees to obtain emer-

gency services outside the primary 
care case management system regard-
less of whether the case manager re-
ferred the enrollee to the provider that 
furnishes the services; and 

(ii) Pay for the services if the man-
ager’s contract is a risk contract that 
covers those services. 

(d) Additional rules for emergency serv-
ices. (1) The entities specified in para-
graph (b) of this section may not— 

(i) Limit what constitutes an emer-
gency medical condition with reference 
to paragraph (a) of this section, on the 
basis of lists of diagnoses or symptoms; 
and 

(ii) Refuse to cover emergency serv-
ices based on the emergency room pro-
vider, hospital, or fiscal agent not noti-
fying the enrollee’s primary care pro-
vider, MCO, PIHP, PAHP or applicable 
State entity of the enrollee’s screening 
and treatment within 10 calendar days 
of presentation for emergency services. 

(2) An enrollee who has an emergency 
medical condition may not be held lia-
ble for payment of subsequent screen-
ing and treatment needed to diagnose 
the specific condition or stabilize the 
patient. 

(3) The attending emergency physi-
cian, or the provider actually treating 
the enrollee, is responsible for deter-
mining when the enrollee is suffi-
ciently stabilized for transfer or dis-
charge, and that determination is bind-
ing on the entities identified in para-
graph (b) of this section as responsible 
for coverage and payment. 

(e) Coverage and payment: 
Poststabilization care services. 
Poststabilization care services are cov-
ered and paid for in accordance with 
provisions set forth at § 422.113(c) of 
this chapter. In applying those provi-
sions, reference to ‘‘M+C organization’’ 
must be read as reference to the enti-
ties responsible for Medicaid payment, 
as specified in paragraph (b) of this sec-
tion. 

(f) Applicability to PIHPs and PAHPs. 
To the extent that services required to 
treat an emergency medical condition 
fall within the scope of the services for 
which the PIHP or PAHP is respon-
sible, the rules under this section 
apply. 

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

§ 438.116 Solvency standards. 

(a) Requirement for assurances (1) Each 
MCO, PIHP, and PAHP that is not a 
Federally qualified HMO (as defined in 
section 1310 of the Public Health Serv-
ice Act) must provide assurances satis-
factory to the State showing that its 
provision against the risk of insolvency 
is adequate to ensure that its Medicaid 
enrollees will not be liable for the 
MCO’s, PIHP’s, or PAHP’s debts if the 
entity becomes insolvent. 

(2) Federally qualified HMOs, as de-
fined in section 1310 of the Public 
Health Service Act, are exempt from 
this requirement. 

(b) Other requirements—(1) General 
rule. Except as provided in paragraph 
(b)(2) of this section, an MCO or PIHP, 
must meet the solvency standards es-
tablished by the State for private 
health maintenance organizations, or 

VerDate Mar<15>2010 14:33 Oct 28, 2011 Jkt 223184 PO 00000 Frm 00242 Fmt 8010 Sfmt 8010 Q:\42\42V4.TXT ofr150 PsN: PC150



233 

Centers for Medicare & Medicaid Services, HHS § 438.206 

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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