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Summary Statement of Deficiencies

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

(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 surveyor Procedure Manual (PM) and interview with the Office Manager 
(OM), the laboratory failed to follow the procedure "QC Stain by Pathologist"" from 
September 2025 to 8/12/26. The findings include: 1. The PM stated "4) After 
reviewing the H&E stain the pathologist will initial the Pathology Solutions Slide 
stain log sent with the surgical specimen slides. The pathologist will indicate if the 
stain was good on the slide stain log" 2. The PM stated "7) If immuno-hisochemiastry 
stains are done then the pathologist will review the positive and negative controls and 
if they are both adequate then the pathologist will mark acceptable on the slide stain 
log. If either or both of the controls are not acceptable then the pathologist will 
indicate unacceptable on the slide stain log and indicate the reason." 3. There was no 
documented evidence that above mentioned procedure were performed. 4. The 
laboratory no longer uses Pathology Solutions for the Technical component of 
histopathology testing. 5. The OM confirmed on 8/12/26 at 11:15 pm the laboratory 
did not follow the above mentioned procedures.
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