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D5407 PROCEDURE MANUAL

CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Procedure Manual (PM) and interview with the
Registered Nurse (RN), the laboratory failed to have an approved, signed and dated
PM by the Laboratory Director (LD) from 12/28/16 to the date of the survey. The RN
confirmed on 6/21/18 at 10:15 am the LD did not sign the PM.

D5409 PROCEDURE MANUAL
CFR(s): 493.1251(¢)

The laboratory must maintain a copy of each procedure with the dates of initial use
and discontinuance as described in 493.1105(a)(2).

This STANDARD is not met as evidenced by:

Based on surveyor review of the Procedure Manual (PM) and interview with the
Registered Nurse (RN), the laboratory failed to maintain a copy of each procedure
with initial use and discontinuance date from 12/28/16 to the date of survey. The
finding includes: 1. The laboratory had two "Quality Assurance" procedures. 2. There
was no discontinuance date on the procedure not in use. 3. The RN confirmed on 6/21
/17 at 11:00 am that date was not on the procedure.

D5603 HISTOPATHOLOGY
CFR(9): 493.1273(b)(f)



(b) The laboratory must retain stained slides, specimen blocks, and tissue remnants as
specified in 493.1105. The remnants of tissue specimens must be maintained in a
manner that ensures proper preservation of the tissue specimens until the portions
submitted for microscopic examination have been examined and a diagnosis made by
an individual qualified under 493.1449(b), (1), or (m). (f) The laboratory must
document all control procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on review of Quality control (QC) log, and QC dlides, and interview with the
Registered Nurse (RN), the laboratory failed to retain QC slides from 12/28/16 to the
date of survey. The findings include: 1. The QC log had Hematoxylin and Eosin
(H&E) stain recorded as reviewed but had no H& E QC dlide. 2. The RN confirmed at
10:10: am that the laboratory failed to retain QC slides for H& E.



