Centers for Medicare & Medicaid Services, HHS

upon request, the information the plan
needs to fulfill its reporting and disclo-
sure obligations (with respect to the
particular HMO) under the Employee
Retirement Income Security Act of
1974 (ERISA).

(2) The HMO must furnish the infor-
mation to the employer or the employ-
er’s designee, or to the plan adminis-
trator, as the term ‘“‘administrator” is
defined in ERISA.

Subpart D—Application for
Federal Qualification
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This subpart sets forth—

(a) The requirements for—

(1) Entities that seek qualification as
HMOs under title XIII of the PHS Act;
and

(2) HMOs that seek—

(i) Qualification for their regional
components; or

(ii) Expansion of their service areas;

(b) The procedures that CMS follows
to make determinations; and

(c) Other related provisions, includ-
ing application fees.
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tion.

(a) General rules. (1) An entity seek-
ing qualification as an HMO must meet
the requirements and provide the as-
surances specified in paragraphs (b)
through (f) of this section, as appro-
priate.

(2) CMS determines whether the enti-
ty is an HMO on the basis of the enti-
ty’s application and any additional in-
formation and investigation (including
site visits) that CMS may require.

(3) CMS may determine that an enti-
ty is any of the following:

(i) An operational qualified HMO.

(ii) A preoperational qualified HMO.

(iii) A transitional qualified HMO.

(b) Operational qualified HMO. CMS
determines that an entity is an oper-
ational qualified HMO if—

(1) CMS finds that the entity meets
the requirements of subparts B and C
of this part.

(2) The entity, within 30 days of
CMS’s determination, provides written

Scope.

Requirements for qualifica-
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assurances, satisfactory to CMS, that
it—

(i) Provides and will provide basic
health services (and any supplemental
health services included in any con-
tract) to its enrollees;

(ii) Provides and will provide these
services in the manner prescribed in
sections 1301(b) and 1301(c) of the PHS
Act and subpart B of this part;

(iii) Is organized and operated and
will continue to be organized and oper-
ated in the manner prescribed in sec-
tion 1301(c) of the PHS Act and subpart
C of this part;

(iv) Under arrangements that safe-
guard the confidentiality of patient in-
formation and records, will provide ac-
cess to CMS and the Comptroller Gen-
eral or any of their duly authorized
representatives for the purpose of
audit, examination or evaluation to
any books, documents, papers, and
records of the entity relating to its op-
eration as an HMO, and to any facili-
ties that it operates; and

(v) Will continue to comply with any
other assurances that it has given to
CMS.

(c) Preoperational qualified HMO. (1)
CMS may determine that an entity is a
preoperational qualified HMO if it pro-
vides, within 30 days of CMS’s deter-
mination, satisfactory assurances that
it will become operational within 60
days following that determination and
will, when it becomes operational,
meet the requirements of subparts B
and C of this part.

(2) Within 30 days after receiving no-
tice that the entity has begun oper-
ation, CMS determines whether it is an
operational qualified HMO. In the ab-
sence of this determination, the entity
is not an operational qualified HMO
even though it becomes operational.

(d) Transitional qualified HMO: Gen-
eral rules—(1) Basic requirements. CMS
may determine that an entity is a
transitional qualified HMO if the enti-
ty—

(i) Meets the requirements of para-
graph (d)(2) through (d)(4) of this sec-
tion; and

(ii) Provides the assurances specified
in paragraphs (d)(5) through (d)(7) of
this section within 30 days of CMS’s de-
termination.
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