Definitions of a Covered Entity
[45 C.F.R. 164.501]

Covered Entities indude

(1) Hedth plans
(2) Hedlth care clearinghouses

(3) Hedlth care providers who tranamits any hedth information in dectronic form in connection with a
transaction covered by this subchapter.

Covered Entity Definitions:

Health car e clearinghouse means a public or private entity that does ether of the following (Entities,
including but nat limited to, billing services, repricing companies, community health management
information systems or community hedlth information systems, and “vaue-added” networks and
switches are hedlth care clearinghouses for purposes of this subchapter if they

perform these functions.):

(1) Processes or facilitates the processing of information received from another entity in a
nonstandard format or containing nonstandard data content into standard data € ements or a sandard
transaction.

(2) Receives a standard transaction from another entity and processes or facilitates the processing of

information into nongtandard format or nonstandard data content for a receiving entity.

Health care provider means aprovider of services as defined in section 1861(u) of the Act, 42
U.S.C. 1395x(u), aprovider of medica or other health services as defined in section 1861(s) of the
Act, 42 U.S.C. 1395x(s), and any other person or organization who furnishes, bills, or is paid for health
carein the norma course of business.

[Appendix A contains sections 42 U.S.C. 1395x(s) and (u).]
Health plan means an individua or group plan that provides, or pays the cost of, medica care (as
defined in section 2791(a)(2) of the PHS Act, 42 U.S.C. 300gg- 91(a)(2)).

(1) Hedth plan includes the following, singly or in combination:



(i) A group hedth plan, as defined in this section.

(i) A hedth insurance issuer, as defined in this section.

(i) An HMO, as defined in this section.

(iv) Part A or Part B of the Medicare program under title XV 111 of the Act.

(v) The Medicaid program under title XIX of the Act, 42 U.S.C. 1396, et seq.

(vi) Anissuer of a Medicare supplementa policy (as defined in section 1882(g)(1) of the Act, 42
U.S.C. 1395s5(0)(1)).

(vii) Anissuer of along-term care policy, excluding a nursaing home fixed- indemnity policy.

(viit) An employee wefare benefit plan or any other arrangement that is established or maintained for
the purpose of offering or providing hedth benefits to the employees of two or more employers.

(iX) The health care program for active military personnel under title 10 of the United States Code.
(X) The veterans hedlth care program under 38 U.S.C. chapter 17.

(xi) The Civilian Hedlth and Medical Program of the Uniformed Services (CHAMPUS)(as defined in
10 U.S.C. 1072(4)).

(xii) The Indian Hedlth Service program under the Indian Hedth Care Improvement Act, 25 U.S.C.
1601, et seq.

(xiii) The Federd Employees Hedlth Benefits Program under 5 U.S.C. 8902, et seq.

(xiv) An gpproved State child hedlth plan under title XX1 of the Act, providing benefits for child hedlth
assistance that meet the requirements of section 2103 of the Act, 42 U.S.C. 1397, et seq.

(xv) The Medicare + Choice program under Part C of title XV 111 of the Act, 42 U.S.C. 1395w-21
through 1395w-28.

(xvi) A highrisk poal that is a mechanism established under State law to provide hedlth insurance
coverage or comparable coverage to digible individuas.

(xvii) Any other individud or group plan, or combination of individua or group plans, that provides or
pays for the cost of medical care (as defined in section 2791(a)(2) of the PHS Act, 42 U.S.C. 300gg-



91(a)(2)).

(2) Hedth plan excludes:

(i) Any policy, plan, or program to the extent that it provides, or pays for the cost of, excepted benefits
that are listed in section 2791(c)(1) of the PHS Act, 42 U.S.C. 300gg-91(c)(1); and

(i) A government-funded program (other than one listed in paragraph (1)(i)- (xvi)of this definition):

(A) Whose principad purposeis other than providing, or paying the cost of, hedth care; or

(B) Whose principd activity is:
(1) Thedirect provison of health care to persons; or

(2) The making of grantsto fund the direct provison of hedth care to persons.

42 U.S.C. 30090-91(a)(2)

(2) Medical Care
Theterm “medica caré’ means amounts paid for -

(A) the diagnosis, cure, mitigation, trestment, or prevention of disease, or amounts paid
for the purpose of affecting any structure of function of the body,

(B) amounts paid for trangportation primarily for and essentia to medical care referred
to in subparagraph (A), and

(C) amounts paid for insurance covering medica care referred to in subparagraphs (A)
and (B).



APPENDIX A

Code Provisons Referred to in Definition of Covered Provider

42 U.S.C. 1395x Subsection (u) and (s)

(u) Provider of services

The term "provider of services' means a hospitd, critica access hospita,
skilled nuraing facility, comprehensive outpatient rehabilitation facility, home
health agency, hospice program, or, for purposes of section 1395f(g) and
section 1395n(e) of thistitle, afund.

() Medicd and other health services
Theterm "medical and other health services' means any of the
following items or sarvices
(1) physcians services,

2

(A) services and supplies (including drugs and
biologicas which cannat, as determined in accordance with
regulations, be salf-administered) furnished as an incident to a
physician's professond service, of kinds which are commonly
furnished in physicians offices and are commonly ether rendered
without charge or included in the physicians hills;
(B) hospital services (including drugs and biologicals which cannot, as
determined in accordance with regulations, be sdf-administered) incident to
physicians services rendered to outpatients and partial hospitaization services
incident to such sarvices,
(C) diagnostic services which are -
() furnished to anindividua as an outpatient by a hospital or by others
under arrangements with them made by a hospitd,
and
(i) ordinarily furnished by such hospita (or by others under such

arrangements) to its outpatients for the purpose of diagnostic study;
(D) outpatient physical therapy services and outpatient occupationd therapy
SEVICeS,
(E) rurd hedlth clinic services and Federaly qudified hedlth center services,
(F) home diaysis supplies and equipment, sdf-care home didysis support
sarvices, and inditutiond diays's services and supplies;
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(G) antigens (subject to quantity limitations prescribed in regulations by the
Secretary) prepared by aphysician, as defined in subsection (r)(1) of this
section, for a particular patient, including antigens so prepared which are
forwarded to another quaified person (including arurd hedth dlinic) for
adminigtration to such patient, from time to time, by or under the supervison of
another such physician;

(H) (i) services furnished pursuant to a contract under section 1395mm of
thistitle to amember of an digible organization by a physcian assgant
or by anurse practitioner (as defined in subsection (ag)(5) of this
section) and such services and supplies furnished as an incident to his
sarvice to such amember as would otherwise be covered under this part
if furnished by aphysician or as an incident to a physician's service; and
(i) services furnished pursuant to a risk-sharing contract under section
1395mm(g) of thistitle to amember of an digible organization by a
clinica psychologist (as defined by the Secretary) or by aclinicd socid
worker (as defined in subsection (hh)(2) of this section), and such
sarvices and supplies furnished as an incident to such clinica
psychologist's services or clinica socia worker's servicesto such a
member as would otherwise be covered under this part if furnished by a
physician or as an incident to a physician's service;

() blood clotting factors, for hemophilia patients competent to use such
factors to control bleeding without medica or other supervision, and
items related to the adminigtration of such factors, subject to utilization
controls deemed necessary by the Secretary for the efficient use of such
factors,

(J  prescription drugs used in immunosuppressive therapy furnished, to an
individua who receives an organ transplant for which payment is made
under this subchapter, but only in the case of drugs furnished -

(1) before 1995, within 12 months after the date of the transplant

procedure,

(i1) during 1995, within 18 months after the date of the transplant

procedure,

(ii1) during 1996, within 24 months after the date of the transplant
procedure,

(iv) during 1997, within 30 months after the date of the transplant
procedure, and

(V) during any year after 1997, within 36 months after the date of
the transplant procedure;

(K) (i) serviceswhich would be physicians servicesif furnished by a
physician (as defined in subsection (r)(1) of this section) and which are
performed by a physician assstant (as defined in subsection (aa)(5) of
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(L)
(M)
(N)

(O)

(P)
Q)

(R)
S

this section) under the supervision of a physician (as o defined) and
which the physician assgtant is legaly authorized to perform by the State
in which the services are performed, and such services and supplies
furnished asincident to such services as would be covered under
subparagraph (A) if furnished incident to a physician's professond
sarvice and [1] but only if no facility or other provider charges or is paid
any amounts with respect to the furnishing of such services, [2] (i)
services which would be physicians servicesif furnished by a physician
(as defined in subsection (r)(1) of this section) and which are performed
by anurse practitioner or clinica nurse specidist (as defined in
subsection (aa)(5) of this section) working in collaboration (as defined in
subsection (ag)(6) of this section) with a physician (as defined in
subsection (r)(2) of this section) which the nurse practitioner or clinica
nurse specidig is legdly authorized to perform by the State in which the
sarvices are performed, and such services and supplies furnished asan
incident to such services as would be covered under subparagraph
(A) if furnished incident to a physician's professond sarvice, but only if
no facility or other provider charges or is paid any amounts with respect
to the furnishing of such sarvices,

certified nurse-midwife services,

qudified psychologist services,

clinica socid worker services (as defined in subsection (hh)(2) of this
section);

erythropoietin for diayd's patients competent to use such drug without
medica or other supervison with respect to the administration of such
drug, subject to methods and standards established by the Secretary by
regulation for the safe and effective use of such drug, and itemsrelated
to the adminidration of such drug;

prostate cancer screening tests (as defined in subsection (00) of this
section);

an ord drug (which is gpproved by the Federd Food and Drug
Adminigtration) prescribed for use as an anticancer chemotherapeutic
agent for agiven indication, and containing an active ingredient (or
ingredients), which is the same indication and active ingredient (or
ingredients) as adrug which the carrier determines would be covered
pursuant to subparagraph (A) or (B) if the drug could not be
sdf-administered;

colorecta cancer screening tests (as defined in subsection (pp) of this
section); and [1]

diabetes outpatient self-management training services (as defined in
subsection (gq) of this section); and
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(T) anord drug (which is gpproved by the Federal Food and Drug
Adminigtration) prescribed for use as an acute anti-emetic used as part
of an anticancer chemotherapeutic regimen if the drug is administered by
aphysician (or as prescribed by aphyscian) -

(1) for use immediately before, &, or within 48 hours after the time of the
adminigration of the anticancer chemotheragpeutic agent; and
(i) asafull replacement for the anti-emetic thergpy which would
otherwise be administered intravenoudy. [3]
(3) diagnogtic X-ray tests (including tests under the supervision of aphyscian, furnished
in aplace of resdence used as the patient's home, if the performance of such tests
meets such conditions relating to hedth and safety as the Secretary may find necessary
and including diagnostic mammography if conducted by afacility that has a certificate
(or provisiond certificate) issued under section 354 of the Public Hedlth Service Act
(42 U.S.C. 263D)), diagnostic laboratory tests, and other diagnogtic tests;
(4) X-ray, radium, and radioactive isotope therapy, including materias and services of
technicians,
(5) surgical dressings, and splints, casts, and other devices used for reduction of
fractures and didocetions,
(6) durable medica equipment;
(7) ambulance service where the use of other methods of transportation is
contraindicated by the individud's condition, but only to the extent provided in
regulations;
(8) prosthetic devices (other than denta) which replace al or part of an interna body
organ (including colostomy bags and supplies directly related to colostomy care),
including replacement of such devices, and including one pair of conventiond
eyeglasses or contact lenses furnished subsequent to each cataract surgery with
ingartion of an intraocular lens;
(9) leg, arm, back, and neck braces, and artificia legs, arms, and eyes, including
replacements if required because of a change in the patient's physica condition;
(20) (A) pneumococca vaccine and its administration and, subject to section 4071(b)
of the Omnibus Budget Reconciliation Act of 1987, influenza vaccine and its
adminigration; and (B) hepatitis B vaccine and its adminigtration, furnished to an
individud who isa high or intermediate risk of contracting hepdtitis B (as
determined by the Secretary under regulations);
(112) services of a certified registered nurse anesthetist (as defined in subsection (bb) of
this section);
(12) subject to section 4072(e) of the Omnibus Budget Reconciliation Act of 1987,
extra-depth shoes with inserts or custom molded shoes with inserts for an individua
with diabetes, if -

(A) the physician who is managing the individud's diabetic condition (i)

documents that the individud has peripherd neuropathy with evidence of cdlus
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formation, a history of pre-ulcerative calluses, ahistory of previous ulceration,
foot deformity, or previous amputation, or poor circulation, and
(i1) certifies that the individua needs such shoes under a comprehensive plan of
care relaed to the individud's digbetic condition;
(B) the particular type of shoes are prescribed by a podiatrist or other qudified
physician (as established by the Secretary); and
(C) the shoes arefitted and furnished by a podiatrist or other qudified individud
(such as a pedorthist or orthotit, as established by the Secretary) who is not
the physician described in subparagraph (A) (unless the Secretary finds that the
physcian isthe only such qudified individud in the areg);
(13) screening mammography (as defined in subsection (jj) of this section);
(14) screening pap smear and screening pelvic exam; and
(15) bone mass measurement (as defined in subsection (rr) of this section). No
diagnogtic tests performed in any |aboratory, including alaboratory thet is part of arura
hedth dlinic, or ahospitd (which, for purposes of this sentence, means an inditution
considered a hospita for purposes of section 1395f(d) of thistitle) shall be included
within paragraph (3) unless such [aboratory -
(16) if Stuated in any State in which State or gpplicable local law provides for licensng
of establishments of this nature, (A) islicensed pursuant to such law, or (B) is
approved, by the agency of such State or locality responsible for licensing
establishments of this nature, as meeting the standards established for such licenang;
and
(17)(A) meets the certification requirements under section 353 of the Public Hedlth
Service Act (42 U.S.C. 263a); and (B) meets such other conditions relating to the
hedlth and safety of individuas with respect to whom such tests are performed as the
Secretary may find necessary. There shal be excluded from the diagnogtic services
specified in paragraph (2)(C) any item or service (except servicesreferred to in
paragraph (1)) which would not be included under  subsection (b) of this section if it
were furnished to an inpatient of a hospital. None of the items and services referred to
in the preceding paragraphs (other than paragraphs (1) and (2)(A)) of this subsection
which are furnished to a patient of an inditution which meets the definition of a hospita
for purposes of section 1395f(d) of thistitle shal be included unless such other
conditions are met as the Secretary may find necessary relating to hedth and safety of
individuals with respect to whom such items and services are furnished.
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