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(b)(1) Have earned a bachelor’s degree
in medical technology from an accred-
ited university; or

(2) Have successfully completed 3
years of academic study (a minimum of
90 semester hours or equivalent) in an
accredited college or university, which
met the specific requirements for en-
trance into a school of medical tech-
nology accredited by an accrediting
agency approved by the Secretary, and
has successfully completed a course of
training of at least 12 months in such a
school; or

(3) Have earned a bachelor’s degree in
one of the chemical, physical, or bio-
logical sciences and, in addition, has at
least 1 year of pertinent full-time lab-
oratory experience or training, or both,
in the specialty or subspecialty in
which the individual performs tests; or

(4)(i) Have successfully completed 3
years (90 semester hours or equivalent)
in an accredited college or university
with the following distribution of
courses—

(A) For those whose training was com-
pleted before September 15, 1963. At least
24 semester hours in chemistry and bi-
ology courses of which—

(I) At least 6 semester hours were in
inorganic chemistry and at least 3 se-
mester hours were in other chemistry
courses; and

(2) At least 12 semester hours in biol-
ogy courses pertinent to the medical
sciences; or

(B) For those whose training was com-
pleted after September 14, 1963. (1) 16 se-
mester hours in chemistry courses that
included at least 6 semester hours in
inorganic chemistry and that are ac-
ceptable toward a major in chemistry;

(2) 16 semester hours in biology
courses that are pertinent to the med-
ical sciences and are acceptable toward
a major in the biological sciences; and

(3) 3 semester hours of mathematics;
and

(ii) Has experience, training, or both,
covering several fields of medical lab-
oratory work of at least 1 year and of
such quality as to provide him or her
with education and training in medical
technology equivalent to that de-
scribed in paragraphs (b)(1) and (2) of
this section; or
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(5) With respect to individuals first
qualifying before July 1, 1971, the tech-
nologist—

(i) Was performing the duties of a
laboratory technologist at any time be-
tween July 1, 1961, and January 1, 1968,
and

(ii) Has had at least 10 years of perti-
nent laboratory experience prior to
January 1, 1968. (This required experi-
ence may be met by the substitution of
education for experience); or

(6) Achieves a satisfactory grade in a
proficiency examination approved by
HHS.

[568 FR 39155, July 22, 1993]

§493.1495 Standard; Testing personnel
responsibilities.

The testing personnel are responsible
for specimen processing, test perform-
ance and for reporting test results.

(a) Each individual performs only
those high complexity tests that are
authorized by the laboratory director
and require a degree of skill commen-
surate with the individual’s education,
training or experience, and technical
abilities.

(b) Each individual performing high
complexity testing must—

(1) Follow the laboratory’s proce-
dures for specimen handling and proc-
essing, test analyses, reporting and
maintaining records of patient test re-
sults;

(2) Maintain records that dem-
onstrate that proficiency testing sam-
ples are tested in the same manner as
patient specimens;

(3) Adhere to the laboratory’s quality
control policies, document all quality
control activities, instrument and pro-
cedural calibrations and maintenance
performed;

(4) Follow the laboratory’s estab-
lished policies and procedures when-
ever test systems are not within the
laboratory’s established acceptable lev-
els of performance;

(5) Be capable of identifying problems
that may adversely affect test perform-
ance or reporting of test results and ei-
ther must correct the problems or im-
mediately notify the general super-
visor, technical supervisor, clinical
consultant, or director;

(6) Document all corrective actions
taken when test systems deviate from
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the laboratory’s established perform-
ance specifications; and

(7) Except as specified in paragraph
(c) of this section, if qualified under
§493.1489(b)(5), perform high complexity
testing only under the onsite, direct
supervision of a general supervisor
qualified under §493.1461.

(c) Ezxception. For individuals quali-
fied under §493.1489(b)(5), who were per-
forming high complexity testing on or
before January 19, 1993, the require-
ments of paragraph (b)(7) of this sec-
tion are not effective, provided that all
high complexity testing performed by
the individual in the absence of a gen-
eral supervisor is reviewed within 24
hours by a general supervisor qualified
under §493.1461.

[67 FR 7172, Feb. 28, 1992, as amended at 58
FR 5236, Jan. 19, 1993; 60 FR 20050, Apr. 24,
1995]

Subparts N-P [Reserved]
Subpart @—Inspection

SOURCE: 57 FR 7184, Feb. 28, 1992, unless
otherwise noted.

§493.1771 Condition: Inspection re-
quirements applicable to all CLIA-
certified and CLIA-exempt labora-
tories.

(a) BEach laboratory issued a CLIA
certificate must meet the requirements
in §493.1773 and the specific require-
ments for its certificate type, as speci-
fied in §§493.1775 through 493.1780.

(b) All CLIA-exempt Ilaboratories
must comply with the inspection re-
quirements in §§493.1773 and 493.1780,
when applicable.

[63 FR 26737, May 14, 1998]

§493.1773 Standard: Basic inspection
requirements for all laboratories
issued a CLIA certificate and CLIA-
exempt laboratories.

(a) A laboratory issued a certificate
must permit CMS or a CMS agent to
conduct an inspection to assess the lab-
oratory’s compliance with the require-
ments of this part. A CLIA-exempt lab-
oratory and a laboratory that requests,
or is issued a certificate of accredita-
tion, must permit CMS or a CMS agent

§493.1773

to conduct validation and complaint
inspections.

(b) General requirements. As part of
the inspection process, CMS or a CMS
agent may require the laboratory to do
the following:

(1) Test samples, including pro-
ficiency testing samples, or perform
procedures.

(2) Permit interviews of all personnel
concerning the laboratory’s compli-
ance with the applicable requirements
of this part.

(3) Permit laboratory personnel to be
observed performing all phases of the
total testing process (preanalytic, ana-
lytic, and postanalytic).

(4) Permit CMS or a CMS agent ac-
cess to all areas encompassed under the
certificate including, but not limited
to, the following:

(i) Specimen procurement and proc-
essing areas.

(ii) Storage facilities for specimens,
reagents, supplies, records, and reports.

(iii) Testing and reporting areas.

(5) Provide CMS or a CMS agent with
copies or exact duplicates of all records
and data it requires.

(c) Accessible records and data. A lab-
oratory must have all records and data
accessible and retrievable within a rea-
sonable time frame during the course
of the inspection.

(d) Requirement to provide information
and data. A laboratory must provide,
upon request, all information and data
needed by CMS or a CMS agent to
make a determination of the labora-
tory’s compliance with the applicable
requirements of this part.

(e) Reinspection. CMS or a CMS agent
may reinspect a laboratory at any time
to evaluate the ability of the labora-
tory to provide accurate and reliable
test results.

(f) Complaint inspection. CMS or a
CMS agent may conduct an inspection
when there are complaints alleging
noncompliance with any of the require-
ments of this part.

(g) Failure to permit an inspection or
reinspection. Failure to permit CMS or
a CMS agent to conduct an inspection
or reinspection results in the suspen-
sion or cancellation of the laboratory’s
participation in Medicare and Medicaid
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