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D5401 PROCEDURE MANUAL
CFR(s): 493.1251(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.

This STANDARD is not met as evidenced by:
Based on a review of the Wright's stain Procedure, the Wright's stain Maintenance 
Charts for January and June 2023, and an interview with the general supervisor, the 
laboratory failed to follow its procedure for changing the Wright's stain reagents after 
each case. Findings include: 1. A review of the laboratory's Wright's stain Procedure 
stated the Wright's stain reagents are changed after each case. 2. A review of the 
January 2023 Wright's stain Maintenance Chart revealed the stain reagents were not 
changed for fifteen (15) of nineteen (19) days of patient testing, and the June 2023 
chart revealed the stain reagents were not changed for seventeen (17) of twenty-two 
(22) days of patient testing. 3. An interview conducted on July 6, 2023 at 
approximately 5:00 PM with the general supervisor, confirmed that the laboratory was 
not following its policy for changing Wright's stain reagents. 4. The laboratory reports 
performing approximately 20,000 patient samples annually.

D5433 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(b)(1)

For equipment, instruments, or test systems developed in-house, commercially 
available and modified by the laboratory, or maintenance and function check 
protocols are not provided by the manufacturer, the laboratory must establish a 
maintenance protocol that ensures equipment, instrument, and test system 
performance that is necessary for accurate and reliable test results and test result 
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reporting. The laboratory must perform and document the maintenance activities 
specified in paragraph (b)(1)(i) of this section.

This STANDARD is not met as evidenced by:
Based on a review of the Cryostat Maintenance logs for April and July 2023, and an 
interview with the general supervisor, the laboratory failed to follow its weekly 
cryostat decontamination and maintenance activities as directed on the log. Findings 
include: 1. The Leica CM 1860 Cryostat Maintenance Logs include the schedule for 
weekly decontamination procedures and instrument maintenance. 2. A review of the 
April 2023 log revealed weekly decontamination and maintenance was not 
documented one (1) of four (4) weeks, the July 2023 log revealed weekly 
decontamination and maintenance was not documented three (3) of four (4) weeks. 3. 
An interview conducted on July 6, 2023 at approximately 5:00 PM with the general 
supervisor, confirmed that the laboratory did not document weekly decontamination 
and maintenance as required. 4. The laboratory reports performing approximately 
20,000 patient samples annually.

D5617 CYTOLOGY
CFR(s): 493.1274(b)(2)

(b) Staining. The laboratory must have available and follow written policies and 
procedures for each of the following, if applicable: (b)(2) Effective measures to 
prevent cross-contamination between gynecologic and nongynecologic specimens 
during the staining process must be used.

This STANDARD is not met as evidenced by:
Based on a review of laboratory policies and procedures and an interview with the 
general supervisor, the laboratory failed to have a policy or procedure for the 
prevention of cross contamination between gynecologic and nongynecologic 
specimens. Findings include: 1. A request was made to review the policy or procedure 
referencing cross-contamination prevention in cytology staining and the 
documentation could not be provided. 2. An interview conducted on July 6, 2023 at 
approximately 5:00 PM with the general supervisor, confirmed that the laboratory did 
not have a policy or procedure for the prevention of cross contamination. 3. The 
laboratory reports performing approximately 20,000 patient samples annually.


