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TEST REPORT
CFR(S): 493.1291(c)

(c) Thetest report must indicate the following: (c)(1) For positive patient
identification, either the patient's name and identification number, or a unique patient
identifier and identification number. (¢)(2) The name and address of the laboratory
location where the test was performed. (¢)(3) The test report date. (c)(4) The test
performed. (c)(5) Specimen source, when appropriate. (c)(6) The test result and, if
applicable, the units of measurement or interpretation, or both. (c)(7) Any information
regarding the condition and disposition of specimens that do not meet the laboratory's
criteriafor acceptability.

This STANDARD is not met as evidenced by:

Based on review of pathology test reports from 11/11/24 through 5/09/25 and
interview with the testing personnel (TP-1), the laboratory failed to include on the test
report the laboratory name and address where the gross description was performed.
Findingsinclude: 1. The laboratory performs the gross description (technical
component) of pathology specimens in the subspecialty of Histopathology with a
reported annual test volume of 100. It isthe practice of the laboratory to perform the
gross description and processing of the specimen. The slide(s) and block(s) are then
sent to another CLI1A-certified laboratory to perform the microscopic interpretation
and issue the final diagnosis (professional component). 2. Review of 42 out of 42 final
pathology reports from 11/11/24 through 5/09/25 failed to include the name and
address of the laboratory where the gross description was performed. The final
pathology reports reviewed stated, "The technical and professional component was
performed at AmeriPath Indianapolis, PC, 3495 Hacks Cross Rd, Memphis, TN
38125, CLIA# 44D0915029." 3. The TP-1 interviewed on 5/13/25 at 12:50 PM
confirmed that the gross descriptions for the pathology cases indicated above were
performed by Vincere Molecular & Pathology Lab located at 7469 E Monte Cristo
Ave, Ste 100, Scottsdale, AZ 85260, and acknowledged the laboratory name and



address where the gross description was performed was not indicated on the pathol ogy
reports issued by the laboratory.



