
 

 

Subpart K--Quality System for Nonwaived Testing 
 
§493.1200 Introduction 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
(a) Each laboratory that performs nonwaived testing must establish and maintain 
written policies and procedures that implement and monitor a quality systems for 
all phases of the total testing process (that is, preanalytic, analytic, and postanalytic) 
as well as general laboratory systems. 
 
(b) The laboratory’s quality systems must include a quality assessment component 
that ensures continuous improvement of the laboratory’s performance and services 
through ongoing monitoring that identifies, evaluates and resolves problems. 
 
(c) The various components of the laboratory’s quality system are used to meet the 
requirements in this part and must be appropriate for the specialties and 
subspecialties of testing the laboratory performs, services it offers, and clients it 
serves. 
 
D5002 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1201 Condition:  Bacteriology 
 
If the laboratory provides services in the subspecialty of Bacteriology, the 
laboratory must meet the requirements specified in §§493.1230 through 493.1256, 
§493.1261, and §§493.1281 through 493.1299. 
 
Interpretive Guidelines §493.1201 
 
Tests or procedures to detect an antigen are categorized in this subspecialty where the 
antigen is detected or identified.  For example, tests or procedures for identifying Group 
A Streptococcus are categorized in Bacteriology. 
 
D5004 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1202 Condition:  Mycobacteriology 
 
If the laboratory provides services in the subspecialty of Mycobacteriology, the 
laboratory must meet the requirements specified in §§493.1230 through 493.1256, 
§493.1262, and §§493.1281 through 493.1299. 
 
Interpretive Guidelines §493.1202 
 



 

 

Tests or procedures to detect an antigen are categorized in the subspecialty where the 
antigen is detected or identified.  For example, the procedures to identify Mycobacteria 
are categorized in Mycobacteriology. 
 
D5006 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1203 Condition:  Mycology 
 
If the laboratory provides services in the subspecialty of Mycology, the laboratory 
must meet the requirements specified in §§493.1230 through 493.1256, §493.1263, 
and §§493.1281 through 493.1299. 
 
Interpretive Guidelines §493.1203 
 
Tests or procedures to detect an antigen are categorized in the subspecialty where the 
antigen is detected or identified.  For example, tests for the identification of fungi are 
categorized in Mycology. 
 
D5008 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1204 Condition:  Parasitology 
 
If the laboratory provides services in the subspecialty of Parasitology, the 
laboratory must meet the requirements specified in §§493.1230 through 493.1256, 
§493.1264, and §§493.1281 through 493.1299. 
 
Interpretive Guidelines §493.1204 
 
Tests or procedures to identify an antigen are categorized in the subspecialty where the 
antigen is detected or identified.  For example, procedures to identify a parasite are 
categorized in the subspecialty of Parasitology; however, procedures to detect or identify 
an antibody to the parasite are categorized in the subspecialty of General Immunology.  
 
D5010 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1205 Condition:  Virology 
 
If the laboratory provides services in the subspecialty of Virology, the laboratory 
must meet the requirements specified in §§493.1230 through 493.1256, §493.1265, 
and §§493.1281 through 493.1299. 
 
Interpretive Guidelines §493.1205 


