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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D3043 RETENTION REQUIREMENTS

CFR(s): 493.1105(8)(7)

The laboratory must retain cytology slide preparations for at least 5 years from the
date of examination (see 493.1274(f) for proficiency testing exception). The
laboratory must retain histopathology slides for at least 10 years from the date of
examination. The laboratory must retain pathology specimen blocks for at least 2
years from the date of examination. The laboratory must preserve remnants of tissue
for pathology examination until a diagnosis is made on the specimen.

This STANDARD is not met as evidenced by:

. Based on record review and interview, the laboratory failed retain the histopathol ogy
slidesfor three (#3, #4, and #5) of nine patient charts audited for ten years. Findings
include: 1. On August 9, 2018 at 10:26 AM, record review revealed for three (#3, #4,
and #5) of nine patient charts audited the histopathology slide was not available to the
surveyor. 2. During the interview on August 9, 2018 at 10:26 AM, the office staff
confirmed the laboratory did not retain the histopathology slides for ten years.



