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services cannot be included when deter-
mining the payment rates under 
§ 438.6(c). 

(f) Compliance with contracting rules. 
All contracts under this subpart must: 

(1) Comply with all applicable Fed-
eral and State laws and regulations in-
cluding title VI of the Civil Rights Act 
of 1964; title IX of the Education 
Amendments of 1972 (regarding edu-
cation programs and activities); the 
Age Discrimination Act of 1975; the Re-
habilitation Act of 1973; and the Ameri-
cans with Disabilities Act; and 

(2) Meet all the requirements of this 
section. 

(g) Inspection and audit of financial 
records. Risk contracts must provide 
that the State agency and the Depart-
ment may inspect and audit any finan-
cial records of the entity or its sub-
contractors. 

(h) Physician incentive plans. (1) MCO, 
PIHP, and PAHP contracts must pro-
vide for compliance with the require-
ments set forth in §§ 422.208 and 422.210 
of this chapter. 

(2) In applying the provisions of 
§§ 422.208 and 422.210 of this chapter, ref-
erences to ‘‘M+C organization’’, 
‘‘CMS’’, and ‘‘Medicare beneficiaries’’ 
must be read as references to ‘‘MCO, 
PIHP, or PAHP’’, ‘‘State agency’’ and 
‘‘Medicaid recipients’’, respectively. 

(i) Advance directives. (1) All MCO and 
PIHP contracts must provide for com-
pliance with the requirements of 
§ 422.128 of this chapter for maintaining 
written policies and procedures for ad-
vance directives. 

(2) All PAHP contracts must provide 
for compliance with the requirements 
of § 422.128 of this chapter for maintain-
ing written policies and procedures for 
advance directives if the PAHP in-
cludes, in its network, any of those 
providers listed in § 489.102(a) of this 
chapter. 

(3) The MCO, PIHP, or PAHP subject 
to this requirement must provide adult 
enrollees with written information on 
advance directives policies, and include 
a description of applicable State law. 

(4) The information must reflect 
changes in State law as soon as pos-
sible, but no later than 90 days after 
the effective date of the change. 

(j) Special rules for certain HIOs. Con-
tracts with HIOs that began operating 

on or after January 1, 1986, and that 
the statute does not explicitly exempt 
from requirements in section 1903(m) of 
the Act, are subject to all the require-
ments of this part that apply to MCOs 
and contracts with MCOs. These HIOs 
may enter into comprehensive risk 
contracts only if they meet the criteria 
of paragraph (a) of this section. 

(k) Additional rules for contracts with 
PCCMs. A PCCM contract must meet 
the following requirements: 

(1) Provide for reasonable and ade-
quate hours of operation, including 24- 
hour availability of information, refer-
ral, and treatment for emergency med-
ical conditions. 

(2) Restrict enrollment to recipients 
who reside sufficiently near one of the 
manager’s delivery sites to reach that 
site within a reasonable time using 
available and affordable modes of 
transportation. 

(3) Provide for arrangements with, or 
referrals to, sufficient numbers of phy-
sicians and other practitioners to en-
sure that services under the contract 
can be furnished to enrollees promptly 
and without compromise to quality of 
care. 

(4) Prohibit discrimination in enroll-
ment, disenrollment, and re-enroll-
ment, based on the recipient’s health 
status or need for health care services. 

(5) Provide that enrollees have the 
right to disenroll from their PCCM in 
accordance with § 438.56(c). 

(l) Subcontracts. All subcontracts 
must fulfill the requirements of this 
part that are appropriate to the service 
or activity delegated under the sub-
contract. 

(m) Choice of health professional. The 
contract must allow each enrollee to 
choose his or her health professional to 
the extent possible and appropriate. 

§ 438.8 Provisions that apply to PIHPs 
and PAHPs. 

(a) The following requirements and 
options apply to PIHPs, PIHP con-
tracts, and States with respect to 
PIHPs, to the same extent that they 
apply to MCOs, MCO contracts, and 
States for MCOs. 

(1) The contract requirements of 
§ 438.6, except for requirements that 
pertain to HIOs. 
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(2) The information requirements in 
§ 438.10. 

(3) The provision against provider 
discrimination in § 438.12. 

(4) The State responsibility provi-
sions of subpart B of this part except 
§ 438.50. 

(5) The enrollee rights and protection 
provisions in subpart C of this part. 

(6) The quality assessment and per-
formance improvement provisions in 
subpart D of this part to the extent 
that they are applicable to services fur-
nished by the PIHP. 

(7) The grievance system provisions 
in subpart F of this part. 

(8) The certification and program in-
tegrity protection provisions set forth 
in subpart H of this part. 

(b) The following requirements and 
options for PAHPs apply to PAHPs, 
PAHP contracts, and States. 

(1) The contract requirements of 
§ 438.6, except requirements for— 

(i) HIOs. 
(ii) Advance directives (unless the 

PAHP includes any of the providers 
listed in § 489.102) of this chapter. 

(2) All applicable portions of the in-
formation requirements in § 438.10. 

(3) The provision against provider 
discrimination in § 438.12. 

(4) The State responsibility provi-
sions of subpart B of this part except 
§ 438.50. 

(5) The provisions on enrollee rights 
and protections in subpart C of this 
part. 

(6) Designated portions of subpart D 
of this part. 

(7) An enrollee’s right to a State fair 
hearing under subpart E of part 431 of 
this chapter. 

(8) Prohibitions against affiliations 
with individuals debarred by Federal 
agencies in § 438.610. 

[67 FR 41095, June 14, 2002, as amended at 67 
FR 65505, Oct. 25, 2002] 

§ 438.10 Information requirements. 
(a) Terminology. As used in this sec-

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

Enrollee means a Medicaid recipient 
who is currently enrolled in an MCO, 
PIHP, PAHP, or PCCM in a given man-
aged care program. 

Potential enrollee means a Medicaid 
recipient who is subject to mandatory 

enrollment or may voluntarily elect to 
enroll in a given managed care pro-
gram, but is not yet an enrollee of a 
specific MCO, PIHP, PAHP, or PCCM. 

(b) Basic rules. (1) Each State, enroll-
ment broker, MCO, PIHP, PAHP, and 
PCCM must provide all enrollment no-
tices, informational materials, and in-
structional materials relating to en-
rollees and potential enrollees in a 
manner and format that may be easily 
understood. 

(2) The State must have in place a 
mechanism to help enrollees and po-
tential enrollees understand the 
State’s managed care program. 

(3) Each MCO and PIHP must have in 
place a mechanism to help enrollees 
and potential enrollees understand the 
requirements and benefits of the plan. 

(c) Language. The State must do the 
following: 

(1) Establish a methodology for iden-
tifying the prevalent non-English lan-
guages spoken by enrollees and poten-
tial enrollees throughout the State. 
‘‘Prevalent’’ means a non-English lan-
guage spoken by a significant number 
or percentage of potential enrollees 
and enrollees in the State. 

(2) Make available written informa-
tion in each prevalent non-English lan-
guage. 

(3) Require each MCO, PIHP, PAHP, 
and PCCM to make its written infor-
mation available in the prevalent non- 
English languages in its particular 
service area. 

(4) Make oral interpretation services 
available and require each MCO, PIHP, 
PAHP, and PCCM to make those serv-
ices available free of charge to each po-
tential enrollee and enrollee. This ap-
plies to all non-English languages, not 
just those that the State identifies as 
prevalent. 

(5) Notify enrollees and potential en-
rollees, and require each MCO, PIHP, 
PAHP, and PCCM to notify its enroll-
ees— 

(i) That oral interpretation is avail-
able for any language and written in-
formation is available in prevalent lan-
guages; and 

(ii) How to access those services. 
(d) Format. (1) Written material 

must— 
(i) Use easily understood language 

and format; and 
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