
 

 

 
Probes §493.1263(b)(2) 
 
Are quality control samples tested at the same time specimens are tested? 
 
(b)(3) The results for the control organism(s) must be within established limits 
before reporting patient results. 
 
§493.1263(c) The laboratory must document all control procedures performed, as 
specified in this section. 
 
Interpretive Guidelines §493.1263(c) 
 
QC records should include lot numbers, date prepared/opened, expiration dates, the actual 
measurements, reactions, and/or observations and demonstrate that controls were tested 
when shipments of reagents, discs, stains, or antisera for identification systems were 
opened or when the laboratory prepared these materials. 
 
D5523 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1264 Standard:  Parasitology 
 
(a)  The laboratory must have available a reference collection of slides or 
photographs and, if available, gross specimens for identification of parasites and use 
these references in the laboratory for appropriate comparison with diagnostic 
specimens. 
 
Interpretive Guidelines §493.1264(a) 
 
When condition-level deficiencies in Parasitology are identified in any or all phases of 
testing, use D5008. 
 
The laboratory must have adequate reference material, but does not have to maintain 
several different reference systems.  Textbooks with photographs, previously stained 
slide preparations, preserved specimens, or slides from proficiency testing programs are 
some acceptable systems. 
 
If the laboratory uses zinc sulfate for concentration of fecal specimens for ova and 
parasite examinations, the acceptable specific gravity of the zinc sulfate solution is 1.18 
for fresh fecal samples and 1.20 for formalinized fecal samples.  Use D5411 as 
applicable.  
 
For non-culture identification systems (e.g., direct antigen) use D5449 and/or D5453 as 
appropriate. 
 



 

 

D5525 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1264 Standard:  Parasitology 
 
(b) The laboratory must calibrate and use the calibrated ocular micrometer for 
determining the size of ova and parasites, if size is a critical parameter. 
 
Interpretive Guidelines §493.1264(b) 
 
Check for the following: 
 

• Presence of an ocular micrometer for the microscope(s) used; 
• Availability of a stage micrometer; 
 
• Instructions for calibration.  Use D5403; 
 
• Records of the measurements and calculations used to show that each objective 

(high, oil, low) has been calibrated; and 
 
• Criteria for the use of the micrometer for determining the size of ova and 

parasites.   Use D5403. 
 
Probes §493.1264(b) 
 
How has the laboratory determined the accuracy of the ocular calibration and that the 
staff has the knowledge for proper use? 
 
D5527 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1264 Standard:  Parasitology 
 
(c) Each month of use, the laboratory must check permanent stains using a fecal 
sample control material that will demonstrate staining characteristics. 
 
Interpretive Guidelines §493.1264(c) 
 
The fecal sample control may contain either parasites or added leukocytes sufficient to 
demonstrate staining characteristics.  A commercially prepared quality control slide for 
intestinal parasites is also an acceptable control for checking permanent stains. 
 
While a wet mount preparation may not be sufficiently sensitive to detect small numbers 
of ova or parasites in fecal specimens, or to render a final species identification, the 
regulations do not require use of concentrated and permanent stain techniques to identify 


