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to which the State Medicaid agency
may not otherwise have direct access.
State access to the Health Plan Man-
agement System (or its successor) is
subject to compliance with HHS and
CMS policies and standards and with
applicable laws in the use of HPMS
data and the system’s functionality.
CMS may terminate a State official’s
access to the Health Plan Management
System (or its successor) if any policy
is violated or if information is not ade-
quately protected; and

(ii) CMS coordinates with States on
program audits, including information-
sharing on major audit findings and co-
ordination of audits schedules for the
D-SNPs subject to paragraph (e)(1) of
this section.

(f) Enrollee advisory committee. Any
MA organization offering one or more
D-SNPs in a State must establish and
maintain one or more enrollee advisory
committees that serve the D-SNPs of-
fered by the MA organization in that
State.

(1) The enrollee advisory committee
must include at least a reasonably rep-
resentative sample of the population
enrolled in the dual eligible special
needs plan or plans, or other individ-
uals representing those enrollees, and
solicit input on, among other topics,
ways to improve access to covered
services, coordination of services, and
health equity for underserved popu-
lations.

(2) The enrollee advisory committee
may also advise managed care plans
that serve D-SNP enrollees under title
XIX of the Act offered by the same par-
ent organization as the MA organiza-
tion offering the D-SNP.

(g) Permissible carve-outs of long-term
services and supports for FIDE SNPs and
HIDE SNPs. A plan meets the FIDE
SNP or HIDE SNP definition at §422.2,
even if its contract with the State
Medicaid agency for the provision of
services under title XIX of the Act has
carve-outs of long-term services and
supports, as approved by CMS, that—

(1) Apply primarily to a minority of
the beneficiaries eligible to enroll in
the dual eligible special needs plan who
use long-term services and supports; or

(2) Constitute a small part of the
total scope of long-term services and
supports provided to the majority of
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beneficiaries eligible to enroll in the
dual eligible special needs plan.

(h) Permissible carve-outs of behavioral
health services for FIDE SNPs and HIDE
SNPs. A plan meets the FIDE SNP or
HIDE SNP definition at §422.2, even if
its contract with the State Medicaid
agency for the provision of services
under title XIX of the Act has carve-
outs of behavioral health services, as
approved by CMS, that—

(1) Apply primarily to a minority of
the beneficiaries eligible to enroll in
the dual eligible special needs plan who
use behavioral health services; or

(2) Constitute a small part of the
total scope of behavioral health serv-
ices provided to the majority of bene-
ficiaries eligible to enroll in the dual
eligible special needs plan.

(i) Date of Compliance. (1) Effective
January 1, 2010—

(i) MA organizations offering a new
dual-eligible SNP must have a State
Medicaid agency contract.

(ii) Existing dual-eligible SNPs that
do not have a State Medicaid agency
contract—

(A) May continue to operate through
the 2012 contract year provided they
meet all other statutory and regu-
latory requirements.

(B) May not expand their service
areas during contract years 2010
through 2012.

(2) MA organizations offering a dual
eligible SNP must comply with para-
graphs (¢)(9) and (d) of this section be-
ginning January 1, 2021.

[73 FR 54248, Sept. 18, 2008, as amended at 76
FR 21563, Apr. 15, 2011; 84 FR 15828, Apr. 16,
2019; 84 FR 26579, June 7, 2019; 87 FR 27894,
May 9, 2022]

§422.108 Medicare secondary payer
(MSP) procedures.

(a) Basic rule. CMS does not pay for
services to the extent that Medicare is
not the primary payer under section
1862(b) of the Act and part 411 of this
chapter.

(b) Responsibilities of the MA organiza-
tion. The MA organization must, for
each MA plan—

(1) Identify payers that are primary
to Medicare under section 1862(b) of the
Act and part 411 of this chapter;

(2) Identify the amounts payable by
those payers; and
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(3) Coordinate its benefits to Medi-
care enrollees with the benefits of the
primary payers, including reporting, on
an ongoing basis, information obtained
related to requirements in paragraphs
(b)(1) and (b)(2) of this section in ac-
cordance with CMS instructions.

(c) Collecting from other entities. The
MA organization may bill, or authorize
a provider to bill, other individuals or
entities for covered Medicare services
for which Medicare is not the primary
payer, as specified in paragraphs (d)
and (e) of this section.

(d) Collecting from other insurers or the
enrollee. If a Medicare enrollee receives
from an MA organization covered serv-
ices that are also covered under State
or Federal workers’ compensation, any
no-fault insurance, or any liability in-
surance policy or plan, including a self-
insured plan, the MA organization may
bill, or authorize a provider to bill any
of the following—

(1) The insurance carrier, the em-
ployer, or any other entity that is lia-
ble for payment for the services under
section 1862(b) of the Act and part 411
of this chapter.

(2) The Medicare enrollee, to the ex-
tent that he or she has been paid by the
carrier, employer, or entity for covered
medical expenses.

(e) Collecting from group health plans
(GHPs) and large group health plans
(LGHPs). An MA organization may bill
a GHP or LGHP for services it fur-
nishes to a Medicare enrollee who is
also covered under the GHP or LGHP
and may bill the Medicare enrollee to
the extent that he or she has been paid
by the GHP or LGHP.

(f) MSP rules and State laws. Con-
sistent with §422.402 concerning the
Federal preemption of State law, the
rules established under this section su-
persede any State laws, regulations,
contract requirements, or other stand-
ards that would otherwise apply to MA
plans. A State cannot take away an
MA organization’s right under Federal
law and the MSP regulations to bill, or
to authorize providers and suppliers to
bill, for services for which Medicare is
not the primary payer. The MA organi-
zation will exercise the same rights to
recover from a primary plan, entity, or
individual that the Secretary exercises
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under the MSP regulations in subparts
B through D of part 411 of this chapter.

[63 FR 35077, June 26, 1998, as amended at 65
FR 40320, June 29, 2000; 70 FR 4721, Jan. 28,
2005; 75 FR 19805, Apr. 15, 2010]

§422.109 Effect of national coverage
determinations (NCDs) and legisla-
tive changes in benefits; coverage
of clinical trials and A and B device
trials.

(a) Definitions. The term significant
cost, as it relates to a particular NCD
or legislative change in benefits, means
either of the following:

(1) The average cost of furnishing a
single service exceeds a cost threshold
that—

(1) For calendar years 1998 and 1999, is
$100,000; and

(ii) For calendar year 2000 and subse-
quent calendar years, is the preceding
year’s dollar threshold adjusted to re-
flect the national per capita growth
percentage described in §422.308(a).

(2) The estimated cost of Medicare
services furnished as a result of a par-
ticular NCD or legislative change in
benefits represents at least 0.1 percent
of the national average per capita
costs.

(b) General rule. If CMS determines
and announces that an individual NCD
or legislative change in benefits meets
the criteria for significant cost de-
scribed in paragraph (a) of this section,
a MA organization is not required to
assume risk for the costs of that serv-
ice or benefit until the contract year
for which payments are appropriately
adjusted to take into account the cost
of the NCD service or legislative
change in benefits. If CMS determines
that an NCD or legislative change in
benefits does not meet the ‘‘significant
cost” threshold described in §422.109(a),
the MA organization is required to pro-
vide coverage for the NCD or legisla-
tive change in benefits and assume risk
for the costs of that service or benefit
as of the effective date stated in the
NCD or specified in the legislation.

(c) Before payment adjustments become
effective. Before the contract year that
payment adjustments that take into
account the significant cost of the NCD
service or legislative change in benefits
become effective, the service or benefit
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