§493.1223

completed, or six months after the lat-
est expiration date, whichever is the
later date, in accordance with 21 CFR
606.160(d).

§493.1223 Condition: Quality control—
specialties and subspecialties for
tests of moderate or high com-
plexity, or both.

The laboratory must establish and
follow written quality control proce-
dures for monitoring and evaluating
the quality of the analytical testing
process of each method to assure the
accuracy and reliability of patient test
results and reports. Except as specified
in §493.1202(c), the laboratory must
meet the applicable general require-
ments specified in 8§§493.1201 through
493.1221. In addition, the laboratory
must meet the applicable requirements
of 8§493.1225 through 493.1285 unless an
alternative procedure specified in the
manufacturer’s protocol has been
cleared by the Food and Drug Adminis-
tration (FDA) as meeting certain CLIA
requirements for quality control or
HCFA approves an equivalent proce-
dure specified in appendix C of the
State Operations Manual (HCFA Pub.
7). Failure to meet any of the applica-
ble conditions in 8§493.1225 through
493.1285 will result in intermediate
sanctions, loss of Medicare or Medicaid
approval, and/or revocation of CLIA
certification for the entire specialty or
subspecialty to which the condition ap-
plies, in accordance with subpart R of
this part.

[58 FR 5232, Jan. 19, 1993]

§493.1225 Condition: Microbiology.

The laboratory must meet the appli-
cable quality control requirements in
§§493.1201 through 493.1221 and in
§§493.1227 through 493.1235 of this sub-
part for the subspecialties for which it
is certified under the specialty of
microbiology.

§493.1227

To meet the quality control require-
ments for bacteriology, the laboratory
must comply with the applicable re-
quirements in  §§493.1201 through
493.1221 and with paragraphs (@)
through (c) of this section. All quality
control activities must be documented.

Condition: Bacteriology.
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(a) The laboratory must check posi-
tive and negative reactivity with con-
trol organisms—

(1) Each day of use for catalase,
coagulase, beta-lactamase, and oxidase
reagents and DNA probes;

(2) Each week of use for Gram and
acid-fast stains, bacitracin, optochin,
ONPG, X, and V discs or strips; and

(3) Each month of use for antisera.

(b) Each week of use, the laboratory
must check XV discs or strips with a
positive control organism.

(c) For antimicrobial susceptibility
tests, the laboratory must check each
new batch of media and each lot of
antimicrobial discs before, or concur-
rent with, initial use, using approved
reference organisms.

(1) The laboratory’s zone sizes or
minimum inhibitory concentration for
reference organisms must be within es-
tablished limits before reporting pa-
tient results.

(2) Each day tests are performed, the
laboratory must use the appropriate
control organism(s) to check the proce-
dure.

§493.1229 Condition:
Mycobacteriology.

To meet the quality control require-
ments for mycobacteriology, the lab-
oratory must comply with the applica-
ble requirements in §§493.1201 through
493.1221 of this subpart and with para-
graphs (a) through (d) of this section.
All quality control activities must be
documented.

(a) Each day of use, the laboratory
must check the iron uptake test with
at least one acid-fast organism that
produces a positive reaction and with
an organism that produces a negative
reaction and check all other reagents
or test procedures used for
mycobacteria identification with at
least one acid-fast organism that pro-
duces a positive reaction.

(b) The laboratory must check
fluorochrome acid-fast stains for posi-
tive and negative reactivity each week
of use.

(c) The laboratory must check acid-
fast stains each week of use with an
acid-fast organism that produces a
positive reaction.

(d) For susceptibility tests performed
on Mycobacterium tuberculosis isolates,

950



