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Summary Statement of Deficiencies

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 record review and staff interview, the laboratory failed to follow its written 
policies and procedures for lot-to-lot testing in the subspecialty of endocrinology 
Findings include: 1. Record review on 03/02/2023 of the 'STAT LAB TECHNICAL 
MANUAL' revealed 'to verify that new lots of Sure-Vue hCG Stat cartridges and/or 
Sure-Vue hCG Stat Serum Controls perform as expected prior to using the new lot for 
patient testing'. 2. Record review on 03/02/2023 of the 'Quality Control and Patient 
Log' revealed lack of documentation for lot-to-lot verification for the following lot 
number of hCG quality controls (QC) in use: a. Sure-Vue serum QC lot number 
209121. b. Sure-Vue serum QC lot number 109201. 3. Staff interview on 03/02/2023 
at 10:30 AM with the laboratory director confirmed the above findings and further 
commented that he/she was aware that lot to lot verification was not performed. 4. 
The laboratory performs 2 tests annually in the subspecialty of endocrinology.
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