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Tag
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 areview of policies and procedures (P&P), and confirmed during interview,
two of 35 P& P were not approved, signed, and dated by the laboratory director (LD)
before use. Findings: 1) Review of "Geenius HIV 1/2 Supplemental Assay" P& P
revealed hand written changes on page 14 of 32 were made on November 16, 2016. 2)
Review of "Geenius HIV 1/2 Supplemental Assay" P& P revealed hand written
changes on page 18 of 32 were made on November 3, 2016. 3) The LD approved the
"Geenius HIV 1/2 Supplemental Assay" P& P on October 13, 2016. 4) Review of
"Tigris: Aptima Combo 2 Procedure” P& P revealed hand written changes on page 70
of 71 were made on November 9, 2016. 5) The LD approved the "Tigris. Aptima
Combo 2 Procedure" P& P on November 4, 2016. 6) Confirmed during interview with
the LD July 19, 2018 at 11 AM.



