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D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

(a) A written procedures manual for al 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 procedure record review, lack of documentation and an interview with
technical consultant (TC), the laboratory failed to establish written procedures for the
moderately complex Vitros 5600 instrument for chemistry and endocrinology testing
since the last survey performed on 4/30/2024. The laboratory performs 93,348
chemistry and endocrinology tests annually. Findingsinclude: 1. Record review on 4
/15/2026 at approximately 1:25 PM, revealed that the |aboratory failed to establish
written procedures for the Vitros 5600 instrument since the last survey performed on 4
/30/2024 . 2. An interview with the TC on 4/15/26 at approximately 1:25 PM,
confirmed that the laboratory failed to establish written procedures for the Vitros 5600
instrument.

D6046 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b)(8) Evaluating the competency of all testing personnel and assuring that the staff
maintain their competency to perform test procedures and report test results promptly,
accurately and proficiently. The procedures for evaluation of the competency of the
staff must include, but are not limited to--

This STANDARD is not met as evidenced by:



Based on lack of documentation, and interview with Testing Personnel 5 (TP#5), the
technical consultant failed to evaluate the competency of 1 of 5 employees performing
routine chemistry, microbiology and hematology testing. The laboratory performs
approximately 493,600 routine chemistry, microbiology and hematology tests ayear.
Findingsinclude: 1. Record review revealed the technical consultant failed to
document and perform competency assessment for 1 of 5 testing personnel
performing routine chemistry, microbiology and hematology testing. 2. In an
interview on 4/15/2026 at approximately 2:13 PM, TP#5 confirmed that the technical
consultant failed to document and perform competency assessment for 1 of 5 testing
personnel performing routine chemistry, microbiology and hematol ogy testing since
the last survey performed on 4/30/2024.



