
 

 

• Procedure for coverslipping slides.  
 
Current time frames must be specified in the procedure manual for each step in the 
staining of cytology specimens using the Papanicolaou staining method.  Adjustments to 
time frame changes must be documented. 
 
Step-by-step written procedures must be available and followed to prepare 
nongynecologic specimens.  
 
Use D5403 if any of the above findings is not met. 
 
The laboratory must ensure that the gynecologic and non-gynecologic stains have been 
tested to ensure predictable staining characteristics on a daily basis.  Use D5473. 
 
NOTE:  Any fixatives, reagents, or preservatives intended to be used on one liquid-based 
manufacturer’s instrument must not be used on another manufacturer’s instrument. 
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(b)(2) Effective measures to prevent cross-contamination between gynecologic and 
nongynecologic specimens during the staining process must be used. 
 
Interpretive Guidelines §493.1274(b)(2) 
 
The laboratory must develop its own policies and procedures for the prevention of cross-
contamination between gynecologic and nongynecologic specimens.  The majority of 
gynecologic specimens are fixed prior to transport to the laboratory.  Staining times may 
differ between gynecologic and nongynecologic specimens.  Commonly used methods 
include separate staining dishes for various specimens (i.e., gynecologic specimens, CSF, 
sputa, other body fluids), or separate staining times (i.e., gynecologic specimens in the 
morning and nongynecologic specimens in the afternoon), with the staining dishes 
washed and stains filtered between staining times. 
 
Probes §493.1274(b)(2) 
 
What does the laboratory do to ensure that cross-contamination between gynecologic and 
nongynecologic specimens does not occur? 
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(b)(3) Nongynecologic specimens that have a high potential for cross-contamination 
must be stained separately from other nongynecologic specimens, and the stains 
must be filtered or changed following staining. 
 
Interpretive Guidelines §493.1274(b)(3) 
 
A monochromatic stain such as toluidine blue may be used to determine the cellularity of 
nongynecologic specimens.  Once a specimen has been concentrated, usually by 
centrifugation, a small drop of specimen is placed on a slide.  A drop of stain is placed 
next to the specimen, allowed to mix, and coverslipped.  Cellularity is evaluated 
microscopically.  Highly cellular specimens have a high potential for cross-
contamination.  One option would be for the laboratory to stain these specimens after 
routine staining has been completed. 
 
Laboratories which use automated staining methodologies must follow the 
manufacturer’s instructions.  Use D5411. 
 
Probes §493.1274(b)(3) 
 
How is the cellularity of nongynecologic specimens checked prior to cytopreparation 
(staining)?  
 
What procedure does the laboratory use to determine which specimens must be stained 
separately? 
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(c) Control Procedures.  The laboratory must establish and follow written policies 
and procedures for a program designed to detect errors in the performance of 
cytologic examinations and the reporting of results.  The program must include the 
following: 
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(c)(1) A review of slides from at least 10 percent of the gynecologic cases interpreted 
by individuals qualified under §§493.1469 or 493.1483, to be negative for epithelial 
cell abnormalities and other malignant neoplasms (as defined in paragraph (e)(1) of 
this section). 
 
Interpretive Guidelines §493.1274(c)(1) 
 
The 10 percent rescreen of negative cases is not required for a one-person laboratory 
consisting of a technical supervisor or a laboratory which only employs pathologists 


