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42 C.F.R.§ 493.2

Definitions.

As used in this part, unless the context indicates otherwise—
Accredited institution means a school or program which—

(a) Admits as regular student only persons having a certificate of graduation from a school providing
secondary education, or the recognized equivalent of such certificate;

(b) Is legally authorized within the State to provide a program of education beyond secondary education,;

(c) Provides an educational program for which it awards a bachelor's degree or provides not less than a 2-year
program which is acceptable toward such a degree, or provides an educational program for which it awards
amaster's or doctoral degree;

(d) Is accredited by a nationally recognized accrediting agency or association.

This definition includes any foreign institution of higher education that HHS or its designee determines meets
substantially equivalent requirements.

Accredited laboratory means a laboratory that has voluntarily applied for and been accredited by a private,
nonprofit accreditation organization approved by CMS in accordance with this part;

Adverse action means the imposition of a principal or alternative sanction by CMS.
ALJ stands for Administrative Law Judge.

Alternative sanctions means sanctions that may be imposed in lieu of or in addition to principal sanctions. The
term is synonymous with “intermediate sanctions” as used in section 1846 of the Act.

Analyte means a substance or constituent for which the laboratory conducts testing.

Approved accreditation organization for laboratories means a private, nonprofit accreditation organization that has
formally applied for and received CMS's approval based on the organization's compliance with this part.

Approved State laboratory program means a licensure or other regulatory program for laboratories in a State, the
requirements of which are imposed under State law, and the State laboratory program has received CMS approval
based on the State's compliance with this part.

Authorized person means an individual authorized under State law to order tests or receive test results, or both.

Calibration means a process of testing and adjusting an instrument or test system to establish a correlation
between the measurement response and the concentration or amount of the substance that is being measured by
the test procedure.
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Calibration verification means the assaying of materials of known concentration in the same manner as patient
samples to substantiate the instrument or test system's calibration throughout the reportable range for patient
test results.

Challenge means, for quantitative tests, an assessment of the amount of substance or analyte present or
measured in a sample. For qualitative tests, a challenge means the determination of the presence or the absence
of an analyte, organism, or substance in a sample.

CLIA means the Clinical Laboratory Improvement Amendments of 1988.
CLIA certificate means any of the following types of certificates issued by CMS or its agent:

(1) Certificate of compliance means a certificate issued to a laboratory after an inspection that finds the
laboratory to be in compliance with all applicable condition level requirements, or reissued before the
expiration date, pending an appeal, in accordance with § 493.49, when an inspection has found the
laboratory to be out of compliance with one or more condition level requirements.

(2) Certificate for provider-performed microscopy (PPM) procedures means a certificate issued or reissued before
the expiration date, pending an appeal, in accordance with § 493.47, to a laboratory in which a physician,
midlevel practitioner or dentist performs no tests other than PPM procedures and, if desired, waived tests
listed in 8 493.15(c).

(3) Certificate of accreditation means a certificate issued on the basis of the laboratory's accreditation by an
accreditation organization approved by CMS (indicating that the laboratory is deemed to meet applicable
CLIA requirements) or reissued before the expiration date, pending an appeal, in accordance with § 493.61,
when a validation or complaint survey has found the laboratory to be noncompliant with one or more CLIA
conditions.
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