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42 CFR Ch. IV (10–1–12 Edition) § 493.1236 

§ 493.1236 Standard: Evaluation of pro-
ficiency testing performance. 

(a) The laboratory must review and 
evaluate the results obtained on pro-
ficiency testing performed as specified 
in subpart H of this part. 

(b) The laboratory must verify the 
accuracy of the following: 

(1) Any analyte or subspecialty with-
out analytes listed in subpart I of this 
part that is not evaluated or scored by 
a CMS-approved proficiency testing 
program. 

(2) Any analyte, specialty or sub-
specialty assigned a proficiency testing 
score that does not reflect laboratory 
test performance (that is, when the 
proficiency testing program does not 
obtain the agreement required for scor-
ing as specified in subpart I of this 
part, or the laboratory receives a zero 
score for nonparticipation, or late re-
turn of results). 

(c) At least twice annually, the lab-
oratory must verify the accuracy of 
the following: 

(1) Any test or procedure it performs 
that is not included in subpart I of this 
part. 

(2) Any test or procedure listed in 
subpart I of this part for which com-
patible proficiency testing samples are 
not offered by a CMS-approved pro-
ficiency testing program. 

(d) All proficiency testing evaluation 
and verification activities must be doc-
umented. 

§ 493.1239 Standard: General labora-
tory 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 gen-
eral laboratory systems requirements 
specified at §§ 493.1231 through 493.1236. 

(b) The general laboratory systems 
quality assessment must include a re-
view of the effectiveness of corrective 
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. 

(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. 
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