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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 The laboratory was surveyed and found to be in compliance with the Conditions of the

CLIA regulations found at 42 CFR 493.1 through 493.1780, and recertification is
recommended. Standard level deficiency was cited.

D5313 SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(S): 493.1242(b)

(b) The laboratory must document the date and time it receives a specimen.

This STANDARD is not met as evidenced by:

Based on review of test reports, interview, and pre-survey paperwork, the laboratory
failed to document the date and time it received the specimen for eight of eight test
reports in histopathology reviewed from 02/17/2025. Findings follow. A. Review of
test reports CV25-00226-WT to CV25-000234-WT were al collected on 02/13/2025
and showed received on 02/17/2025. B. Interview with testing personnel (aslisted on
the CM S Form 209) on March 19, 2025 at 1020 hours acknowledged the received
date was the date the lab received the slides, not the date the specimen was received
for grossing. The date and time the specimen was received for grossing was not
documented. C. Review of the pre-survey paperwork CMS Form 116 showed
approximately 40 blocks were tested annually.



