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accordance with procedures set forth in
§489.53 of this chapter.

(e) Appeal. An HHA may appeal the
termination of its provider agreement
by CMS in accordance with part 498 of
this chapter.

Subpart K—[Reserved]

Subpart L—Accreditation of Home
Infusion Therapy Suppliers

SOURCE: 83 FR 56631, Nov. 13, 2018, unless
otherwise noted.

GENERAL PROVISIONS

§488.1000 Basis and scope.

(a) Regulatory basis for home infusion
therapy services. The home infusion
therapy health and safety regulations
are codified at part 486, subpart I, of
this chapter.

(b) Statutory basis for the accreditation
of home infusion therapy suppliers. (1)
Sections 1102 and 1871 of the Act re-
quire that the Secretary prescribe such
regulations as may be necessary to
carry out the administration of the
Medicare program.

(2) Section 1834(u)(5) of the Act re-
quire the Secretary to designate and
approve independent organizations for
the purposes of accrediting qualified
home infusion therapy suppliers.

(c) Scope. This subpart sets forth the
following:

(1) Application and reapplication pro-
cedures for national accrediting orga-
nizations seeking approval or re-ap-
proval of authority to accredit quali-
fied home infusion therapy suppliers.

(2) Ongoing CMS oversight processes
for approved accrediting organizations
that accredit qualified home infusion
therapy suppliers.

(3) Appeal procedures for accrediting
organizations that accredit qualified
home infusion therapy suppliers.

§488.1005 Definitions.

As used in this subpart—

Immediate jeopardy means a situation
in which the provider’s or supplier’s
non-compliance with one or more
Medicare accreditation requirements
has caused, or is likely to cause, seri-
ous injury, harm, impairment, or death
to a patient.

42 CFR Ch. IV (10-1-23 Edition)

National accrediting organization
means an organization that accredits
provider or supplier entities under a
specific program and whose accredited
provider or supplier entities under each
program are widely dispersed geo-
graphically across the United States.
In addition, the specific program is ac-
tive, fully implemented, and oper-
ational.

National in scope means a program is
fully implemented, operational, and
widely dispersed geographically
throughout the country.

Qualified home infusion therapy sup-
plier means a supplier of home infusion
therapy that meets the all of the fol-
lowing criteria which are set forth at
section 1861(iii)(3)(D)(i) of the Act:

(1) Furnishes infusion therapy to in-
dividuals with acute or chronic condi-
tions requiring administration of home
infusion drugs.

(2) Ensures the safe and effective pro-
vision and administration of home in-
fusion therapy on a T7-day-a-week, 24-
hour-a-day basis.

(3) Is accredited by an organization
designated by the Secretary in accord-
ance with section 1834(u)(5) of the Act.

(4) Meets such other requirements as
the Secretary determines appropriate.

Reasonable assurance means an ac-
crediting organization has dem-
onstrated to CMS’ satisfaction that its
accreditation program requirements
meet or exceed the Medicare program
requirements.

Rural area as defined at section
1886(d)(2)(D) of the Act.

Substantial allegation of mnon-compli-
ance means a complaint from any of a
variety of sources (such as patient, rel-
ative, or third party), including com-
plaints submitted in person, by tele-
phone, through written correspond-
ence, or in the newspaper, magazine ar-
ticles or other media, that would, if
found to be present, adversely affect
the health and safety of patients and
raises doubts as to a qualified home in-
fusion therapy supplier’s compliance
with the applicable Medicare accredita-
tion requirements.
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APPROVAL AND OVERSIGHT OF HOME IN-
FUSION THERAPY SUPPLIER ACCRED-
ITING ORGANIZATIONS

§488.1010 Application and reapplica-
tion procedures for national home
infusion therapy accrediting orga-
nizations.

(a) Information submitted with applica-
tion. A national home infusion therapy
accrediting organization applying to
CMS for approval or re-approval of a
designated home infusion therapy ac-
creditation program must furnish CMS
with information and materials that
demonstrate that its home infusion
therapy accreditation program require-
ments meet or exceed the applicable
Medicare requirements for accrediting
organizations, including the following:

(1) Documentation that demonstrates
the organization meets the definition
of a national accrediting organization
under §488.1005 as it relates to the ac-
creditation program.

(2) The Medicare provider or supplier
type for which the organization is re-
questing approval or reapproval.

(3) Documentation that demonstrates
the home infusion therapy accrediting
organization’s ability to take into ac-
count the capacities of rural home in-
fusion therapy suppliers (as required by
section 1834(u)(5)(A)(ii) of the Act).

(4) Information that demonstrates
the home infusion therapy accrediting
organization’s knowledge, expertise,
and experience in home infusion ther-
apy.

(5) A detailed crosswalk (in table for-
mat) that identifies, for each of the ap-
plicable Medicare requirements, the
exact language of the organization’s
comparable accreditation requirements
and standards.

(6) A detailed description of the home
infusion therapy accrediting organiza-
tion’s survey processes to confirm that
a home infusion therapy supplier’s
processes are comparable to those of
Medicare. This description must in-
clude all of the following:

(i) The types and frequency of sur-
veys performed, and a rationale for
which accreditation requirements will
be evaluated via onsite surveys and
which will be evaluated via offsite au-
dits, or other strategies for ensuring
accredited home infusion therapy sup-

§488.1010

pliers maintain adherence to the home
infusion therapy accreditation program
requirements, including an explanation
of how the accrediting organization
will maintain the schedule it proposes.

(ii) Copies of the home infusion ther-
apy accrediting organizations survey
and audit forms, guidelines, and in-
structions to surveyors.

(iii) Documentation demonstrating
that the home infusion therapy accred-
iting organization’s onsite survey or
offsite audit reports identify, for each
finding of non-compliance with accred-
itation standards, the comparable
Medicare home infusion therapy ac-
creditation requirements, as applica-
ble.

(iv) A description of the home infu-
sion therapy accrediting organization’s
accreditation survey review process.

(v) A description of the home infu-
sion therapy accrediting organization’s
procedures and timelines for notifying
a surveyed or audited home infusion
therapy supplier of non-compliance
with the home infusion therapy accred-
itation program’s standards.

(vi) A description of the home infu-
sion therapy accrediting organization’s
procedures and timelines for moni-
toring the home infusion therapy sup-
plier’s correction of identified non-
compliance with the accreditation pro-
gram’s standards.

(vii) The ability of the home infusion
therapy accrediting organization to
conduct timely reviews of accredita-
tion applications.

(viii) A statement acknowledging
that, as a condition for CMS approval
of a national accrediting organization’s
accreditation program, the home infu-
sion therapy accrediting organization
agrees to provide CMS with informa-
tion extracted from each home infusion
therapy accreditation onsite survey,
offsite audit or other evaluation strate-
gies as part of its data submissions re-
quired under paragraph (a)(19) of this
section, and, upon request from CMS, a
copy of the most recent accreditation
onsite survey, offsite audit, or other
evaluation strategy together with any
other information related to the survey
as CMS may require (including correc-
tive action plans).

(ix) A statement acknowledging that
the home infusion therapy accrediting
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