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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A recertification survey and an abbreviated survey investigating complaint KY 37964

were conducted on 11/07/2022. There were no deficiencies related to the complaint.
The facility failed to meet the requirements below during the recertification survey,
with deficiencies cited.

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 interview and review of the facility's policies and procedures, the laboratory
failed to ensure the updated |aboratory procedure manual was signed and dated by the
laboratory director. The findings include: Review of the laboratory's policies and
procedure manual revealed that the manual was updated on 01/01/2022; however, the
laboratory director had not signed or dated the updated manual. Interview with the
Owner, on 11/07/2022 at 3:10 PM, revealed that the laboratory director visited the
facility quarterly to perform reviews and had not yet visited for the current quarter.
Further interview revealed the the updated procedure manual was dated 01/01/2022
prior to the current quarter, and still had not been signed or dated by the laboratory
director.



