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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:
Intakes: TN00073355 Based on observation of the laboratory, a review of the 
laboratory procedure manual, and an interview with the histology laboratory 
supervisor, it was determined that the laboratory failed to follow the Standard 
Operating Procedure Manual for labeling chemical reagents. The findings include: 1. 
Observation of the laboratory on 02.11.2025 at 09:13 a.m. revealed a flammable 
cabinet with three containers of unlabeled substance, verbally identified as Xylene 
waste by histology laboratory supervisor. 2. A review of the laboratory's Standard 
Operating Procedure Manual under " Storage, use and handling" revealed the 
following: "All reagents are stored according to manufacturer's guidelines along with 
all state and federal Guidelines and are kept in a flammable cabinet. If chemicals are 
expired they are not used and disposed of. All chemicals are labeled clearly on outside 
of all bottles. Material safety data sheets are in the back of binder for reference." 3. An 
interview with the histology laboratory supervisor on 02.11.2025 at 09:13 a.m. 
confirmed the findings.
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