
 

 

Probes §493.1249(a)-(c) 
 
When a laboratory uses off-site drawing facilities, what policies or procedures does the 
laboratory use to ensure proper accountability or tracking of patient specimens from time 
of collection to receipt by the laboratory performing the tests? 
Does the laboratory perform periodic or spot checks for accurate transfer of information 
(e.g., manual entries by personnel from test orders to test requisition or into an LIS)?  For 
referral specimens, how does the laboratory check for transcription errors when patient 
test information is transcribed from the laboratory’s original requisition form to the 
reference laboratory’s requisition? 
 
What actions does the laboratory take if test requisitions from one or more clients are 
consistently incomplete, illegible or contain incorrect information? 
 
What actions does the laboratory take if specimens received from one client are 
consistently unsatisfactory for testing (e.g., specimens for Cytology)?  Has the 
laboratory’s efforts to reduce the recurrence of these problems been documented and 
effective? 
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§493.1249 Standard:  Preanalytic systems quality assessment 
 
(b) The preanalytic systems 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 preanalytic systems 
quality assessment reviews with appropriate staff. 
 
§493.1249(c) The laboratory must document all preanalytic systems quality 
assessment activities. 
 
Interpretive Guidelines §493.1249(c) 
 
The steps taken by the laboratory to identify and correct problems and prevent their 
recurrence must be documented.  All laboratory policies amended due to its QA activities 
must also be noted. 



 

 

ANALYTIC SYSTEMS 
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§493.1250 Condition:  Analytic systems 
 
Each laboratory that performs nonwaived testing must meet the applicable analytic 
systems requirements in §§493.1251 through 493.1283, unless HHS approves a 
procedure, specified in Appendix C of the State Operations Manual (CMS Pub.7), 
that provides equivalent quality testing.  The laboratory must monitor and evaluate 
the overall quality of the analytic systems and correct identified problems as 
specified in §493.1289 for each specialty and subspecialty of testing performed. 
 
Interpretive Guidelines §493.1250 
 
Significant deficiencies cited under this condition may indicate deficiencies under 
personnel.  Use D5400 when deficiencies are identified that are significant and have the 
potential to, or adversely affect patient testing, are systemic and pervasive throughout the 
laboratory, and are not limited to any one specialty or subspecialty.  
 
Refer to §§493.1261 - 493.1278 for additional requirements for Bacteriology, 
Mycobacteriology, Mycology, Parasitology, Virology, Routine Chemistry, Hematology, 
Immunohematology, Histopathology, Cytology, Clinical Cytogenetics, and 
Histocompatibility. 
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§493.1251 Standard:  Procedure manual 
 
(a) A written procedures manual for all tests, assays, and examinations performed 
by the laboratory must be available to, and followed by, laboratory personnel.  
Textbooks may supplement but not replace the laboratory’s written procedures for 
testing or examining specimens. 
 
Interpretive Guidelines §493.1251(a) 
 
Procedures may be organized in the form of paper-based manuals, or a manual that is 
stored in and accessed through computers and/or card files.  Use D5403, if the procedure 
manual lacks any of the applicable information as specified in §493.1251(b)(1)-(14).  If 
the laboratory has procedures that are not used for test performance, but are used for 
reference purposes, they may be placed in a reference section.  You need not review 
reference procedures unless problems are identified with patient test results. 
 


