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Summary Statement of Deficiencies

D5203 SPECIMEN IDENTIFICATION AND INTEGRITY
CFR(s): 493.1232

The laboratory must establish and follow written policies and procedures that ensure 
positive identification and optimum integrity of a patient's specimen from the time of 
collection or receipt of the specimen through completion of testing and reporting of 
results.

This STANDARD is not met as evidenced by:
. Based on surveyor observation, confirmed by staff interview, the laboratory failed to 
employ procedures to ensure positive identification of patient histopathology testing. 
Findings: a. During the survey on 07/16-2019, the surveyor observed a patient 
specimen bottle and Slide in the laboratory with out two unique identifier The 
specimens were with the patients' first and last names only. b. In an interview with the 
laboratory Director at the site on 07/16/-2019, testing stated that the specimens are 
only labeled with the name only and failed be labeled with two unique identifiers 
confirmed 07/16/2019 at 14:30 hrs .
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