Centers for Medicare & Medicaid Services, HHS

§493.1282 Standard:
tions.

(a) Corrective action policies and
procedures must be available and fol-
lowed as necessary to maintain the lab-
oratory’s operation for testing patient
specimens in a manner that ensures ac-
curate and reliable patient test results
and reports.

(b) The laboratory must document all
corrective actions taken, including ac-
tions taken when any of the following
occur:

(1) Test systems do not meet the lab-
oratory’s verified or established per-
formance specifications, as determined
in §493.1253(b), which include but are
not limited to—

(i) Equipment or methodologies that
perform outside of established oper-
ating parameters or performance speci-
fications;

(i1) Patient test values that are out-
side of the laboratory’s reportable
range of test results for the test sys-
tem; and

(iii) When the laboratory determines
that the reference intervals (normal
values) for a test procedure are inap-
propriate for the laboratory’s patient
population.

(2) Results of control or calibration
materials, or both, fail to meet the lab-
oratory’s established criteria for ac-
ceptability. All patient test results ob-
tained in the unacceptable test run and
since the last acceptable test run must
be evaluated to determine if patient
test results have been adversely af-
fected. The laboratory must take the
corrective action necessary to ensure
the reporting of accurate and reliable
patient test results.

(3) The criteria for proper storage of
reagents and specimens, as specified
under §493.1252(b), are not met.

§493.1283 Standard: Test records.

(a) The laboratory must maintain an
information or record system that in-
cludes the following:

(1) The positive identification of the
specimen.

(2) The date and time of specimen re-
ceipt into the laboratory.

(3) The condition and disposition of
specimens that do not meet the labora-
tory’s criteria for specimen accept-
ability.

Corrective ac-
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(4) The records and dates of all speci-
men testing, including the identity of
the personnel who performed the
test(s).

(b) Records of patient testing includ-
ing, if applicable, instrument print-
outs, must be retained.

§493.1289 Standard: Analytic systems
quality assessment.

(a) The laboratory must establish
and follow written policies and proce-
dures for an ongoing mechanism to
monitor, assess, and when indicated,
correct problems identified in the ana-
lytic systems specified in §§493.1251
through 493.1283.

(b) The analytic systems quality as-
sessment must include a review of the
effectiveness of corrective actions
taken to resolve problems, revision of
policies and procedures necessary to
prevent recurrence of problems, and
discussion of analytic systems quality
assessment reviews with appropriate
staff.

(c) The laboratory must document all
analytic systems quality assessment
activities.

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22,
2003]

POSTANALYTIC SYSTEMS

§493.1290 Condition: Postanalytic sys-
tems.

Each laboratory that performs non-
waived testing must meet the applica-
ble postanalytic systems requirements
in §493.1291 unless HHS approves a pro-
cedure, specified in Appendix C of the
State Operations Manual (CMS Pub. 7)
that provides equivalent quality test-
ing. The laboratory must monitor and
evaluate the overall quality of the
postanalytic systems and correct iden-
tified problems as specified in §493.1299
for each specialty and subspecialty of
testing performed.

§493.1291 Standard: Test report.

(a) The laboratory must have an ade-
quate manual or electronic systemc(s)
in place to ensure test results and
other patient-specific data are accu-
rately and reliably sent from the point
of data entry (whether interfaced or
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entered manually) to final report des-
tination, in a timely manner. This in-
cludes the following:

(1) Results reported from calculated
data.

(2) Results and patient-specific data
electronically reported to network or
interfaced systems.

(3) Manually transcribed or electroni-
cally transmitted results and patient-
specific information reported directly
or upon receipt from outside referral
laboratories, satellite or point-of-care
testing locations.

(b) Test report information main-
tained as part of the patient’s chart or
medical record must be readily avail-
able to the laboratory and to CMS or a
CMS agent upon request.

(c) The test report must indicate the
following:

(1) For positive patient identifica-
tion, either the patient’s name and
identification number, or a unique pa-
tient identifier and identification num-
ber.

(2) The name and address of the lab-
oratory location where the test was
performed.

(3) The test report date.

(4) The test performed.

(6) Specimen source,
priate.

(6) The test result and, if applicable,
the units of measurement or interpre-
tation, or both.

(7) Any information regarding the
condition and disposition of specimens
that do not meet the laboratory’s cri-
teria for acceptability.

(d) Pertinent ‘‘reference intervals’ or
“normal’ values, as determined by the
laboratory performing the tests, must
be available to the authorized person
who ordered the tests and, if applica-
ble, the individual responsible for using
the test results.

(e) The laboratory must, upon re-
quest, make available to clients a list
of test methods employed by the lab-
oratory and, as applicable, the per-
formance specifications established or
verified as specified in §493.1253. In ad-
dition, information that may affect the
interpretation of test results, for exam-
ple test interferences, must be provided
upon request. Pertinent updates on
testing information must be provided
to clients whenever changes occur that

when appro-

42 CFR Ch. IV (10-1-06 Edition)

affect the test results or interpretation
of test results.

(f) Test results must be released only
to authorized persons and, if applica-
ble, the individual responsible for using
the test results and the laboratory that
initially requested the test.

(g) The laboratory must immediately
alert the individual or entity request-
ing the test and, if applicable, the indi-
vidual responsible for using the test re-
sults when any test result indicates an
imminently life-threatening condition,
or panic or alert values.

(h) When the laboratory cannot re-
port patient test results within its es-
tablished time frames, the laboratory
must determine, based on the urgency
of the patient test(s) requested, the
need to notify the appropriate indi-
vidual(s) of the delayed testing.

(i) If a laboratory refers patient
specimens for testing—

(1) The referring laboratory must not
revise results or information directly
related to the interpretation of results
provided by the testing laboratory;

(2) The referring laboratory may per-
mit each testing laboratory to send the
test result directly to the authorized
person who initially requested the test.
The referring laboratory must retain
or be able to produce an exact dupli-
cate of each testing laboratory’s re-
port; and

(3) The authorized person who orders
a test must be notified by the referring
laboratory of the name and address of
each laboratory location where the test
was performed.

(j) All test reports or records of the
information on the test reports must
be maintained by the laboratory in a
manner that permits ready identifica-
tion and timely accessibility.

(k) When errors in the reported pa-
tient test results are detected, the lab-
oratory must do the following:

(1) Promptly notify the authorized
person ordering the test and, if applica-
ble, the individual using the test re-
sults of reporting errors.

(2) Issue corrected reports promptly
to the authorized person ordering the
test and, if applicable, the individual
using the test results.
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(3) Maintain duplicates of the origi-
nal report, as well as the corrected re-
port.

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22,
2003]

§493.1299 Standard: Postanalytic sys-
tems quality assessment.

(a) The laboratory must establish
and follow written policies and proce-
dures for an ongoing mechanism to
monitor, assess and, when indicated,

correct problems identified in the
postanalytic systems specified in
§493.1291.

(b) The postanalytic systems quality
assessment must include a review of
the effectiveness of corrective actions
taken to resolve problems, revision of
policies and procedures necessary to
prevent recurrence of problems, and
discussion of postanalytic systems
quality assessment reviews with appro-
priate staff.

(c) The laboratory must document all
postanalytic systems quality assess-
ment activities.

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22,
2003]

Subpart L [Reserved]

Subpart M—Personnel for
Nonwaived Testing

SOURCE: 57 FR 7172, Feb. 28, 1992, unless
otherwise noted.

§493.1351 General.

This subpart consists of the per-
sonnel requirements that must be met
by laboratories performing moderate
complexity testing, PPM procedures,
high complexity testing, or any com-
bination of these tests.

[60 FR 20049, Apr. 24, 1995]
LABORATORIES PERFORMING PROVIDER-

PERFORMED MICROSCOPY (PPM) PRoO-
CEDURES

SOURCE: 60 FR 20049, Apr. 24, 1995, unless
otherwise noted.

§493.1353 Scope.

In accordance with §493.19(b), the
moderate complexity procedures speci-
fied as PPM procedures are considered

§493.1359

such only when personally performed
by a health care provider during a pa-
tient visit in the context of a physical
examination. PPM procedures are sub-
ject to the personnel requirements in
§§493.1355 through 493.1365.

§493.1355 Condition: Laboratories per-
forming PPM procedures; labora-
tory director.

The laboratory must have a director
who meets the qualification require-
ments of §493.1357 and provides overall
management and direction in accord-
ance with §493.1359.

§493.1357 Standard; laboratory direc-
tor qualifications.

The laboratory director must be
qualified to manage and direct the lab-
oratory personnel and the performance
of PPM procedures as specified in
§493.19(c) and must be eligible to be an
operator of a laboratory within the re-
quirements of subpart R of this part.

(a) The laboratory director must pos-
sess a current license as a laboratory
director issued by the State in which
the laboratory is located, if the licens-
ing is required.

(b) The Ilaboratory director must
meet one of the following require-
ments:

(1) Be a physician, as defined in
§493.2.

(2) Be a midlevel practitioner, as de-
fined in §493.2, authorized by a State to
practice independently in the State in
which the laboratory is located.

(3) Be a dentist, as defined in §493.2.

§493.1359 Standard; PPM laboratory
director responsibilities.

The laboratory director is respon-
sible for the overall operation and ad-
ministration of the laboratory, includ-
ing the prompt, accurate, and pro-
ficient reporting of test results. The
laboratory director must—

(a) Direct no more than five labora-
tories; and

(b) Ensure that any procedure listed
under §493.19(c)—

(1) Is personally performed by an in-
dividual who meets the qualification
requirements in §493.1363; and
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