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§493.1240

actions taken to resolve problems, re-
vision of policies and procedures nec-
essary to prevent recurrence of prob-
lems, and discussion of general labora-
tory systems quality assessment re-
views with appropriate staff.

(c) The laboratory must document all
general laboratory systems quality as-
sessment activities.

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

PREANALYTIC SYSTEMS

§493.1240 Condition: Preanalytic sys-
tems.

Each laboratory that performs non-
waived testing must meet the applica-
ble preanalytic system(s) requirements
in §§493.1241 and 493.1242, unless HHS
approves a procedure, specified in Ap-
pendix C of the State Operations Man-
ual (CMS Pub. 7), that provides equiva-
lent quality testing. The laboratory
must monitor and evaluate the overall
quality of the preanalytic systems and
correct identified problems as specified
in §493.1249 for each specialty and sub-
specialty of testing performed.

§493.1241 Standard: Test request.

(a) The laboratory must have a writ-
ten or electronic request for patient
testing from an authorized person.

(b) The laboratory may accept oral
requests for laboratory tests if it solic-
its a written or electronic authoriza-
tion within 30 days of the oral request
and maintains the authorization or
documentation of its efforts to obtain
the authorization.

(c) The laboratory must ensure the
test requisition solicits the following
information:

(1) The name and address or other
suitable identifiers of the authorized
person requesting the test and, if ap-
propriate, the individual responsible
for using the test results, or the name
and address of the laboratory submit-
ting the specimen, including, as appli-
cable, a contact person to enable the
reporting of imminently life threat-
ening laboratory results or panic or
alert values.

(2) The patient’s name or unique pa-
tient identifier.

(3) The sex and age or date of birth of
the patient.
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(4) The test(s) to be performed.

(5) The source of the specimen, when
appropriate.

(6) The date and, if appropriate, time
of specimen collection.

(7) For Pap smears, the patient’s last
menstrual period, and indication of
whether the patient had a previous ab-
normal report, treatment, or biopsy.

(8) Any additional information rel-
evant and necessary for a specific test
to ensure accurate and timely testing
and reporting of results, including in-
terpretation, if applicable.

(d) The patient’s chart or medical
record may be used as the test requisi-
tion or authorization but must be
available to the laboratory at the time
of testing and available to CMS or a
CMS agent upon request.

(e) If the laboratory transcribes or
enters test requisition or authorization
information into a record system or a
laboratory information system, the
laboratory must ensure the informa-
tion is transcribed or entered accu-
rately.

§493.1242 Standard: Specimen submis-
sion, handling, and referral.

(a) The laboratory must establish
and follow written policies and proce-
dures for each of the following, if appli-
cable:

(1) Patient preparation.

(2) Specimen collection.

(3) Specimen labeling, including pa-
tient name or unique patient identifier
and, when appropriate, specimen
source.

(4) Specimen storage and preserva-
tion.

(5) Conditions for specimen transpor-
tation.

(6) Specimen processing.

(7) Specimen acceptability and rejec-
tion.

(8) Specimen referral.

(b) The laboratory must document
the date and time it receives a speci-
men.

(c) The laboratory must refer a speci-
men for testing only to a CLIA-cer-
tified laboratory or a laboratory meet-
ing equivalent requirements as deter-
mined by CMS.

(d) If the laboratory accepts a refer-
ral specimen, written instructions
must be available to the laboratory’s
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