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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 review of patient logs, Electronic Medical Records (EMRs), Standard
Operating Procedures (SOPs), as well as interviews with the Technical Consultant
(TC) and Quality Assurance Associate (QAA), the laboratory failed to comply with
written policies and procedures to ensure positive patient identification from specimen
collection through reporting of results. FINDINGS: 1. Patient's date of birth
documented on the urine pregnancy log sheet on May 21, 2025, did not match the
corresponding patient's date of birth indicated in the EMR. 2. The TC and QAA
informed the surveyor that the Testing Personnel (TP) documented the respective
information from a previous log entry and not from the patient specimen label. 3. This
is contrary to instructions indicated in the current, approved SOPs. 4. The TC and
QAA confirmed the findings on June 10, 2025, at approximately 3:20 P.M.



