
 

 

ANALYTIC SYSTEMS 
 
D5400 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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. 
 
D5401 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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. 
 


