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Summary Statement of Deficiencies

TEST REPORT
CFR(S): 493.1291(b)

Test report information maintained as part of the patient's chart or medical record
must be readily available to the laboratory and to CMS or a CM S agent upon request.

This STANDARD is not met as evidenced by:

A review of patient final reports, lack of documentation, and interviews with
laboratory staff, determined the laboratory failed to retrieve test report information
maintained as part of the patient chart or medical record. As evidenced by: A. Upon
request of ten randomly selected patients reports, the laboratory failed to generate one
out of ten patient final reports. Records selected: (In 2022 1.M22-22, 2.M22-25, 3.
M22-322, and 4.M22-778; In 2023 5.M23-0011, 6.F23-023, and 7.M23-1160; In 2024
8.M24-011, 9.M24-123 and 10.M24-487. B. In an interview on 4/19/2024 at 1137, the
testing personnel #1 (aslisted on CM S form 209) confirmed the laboratory could not
retrieve patient test information for M24-011. C. In an interview on 4/26/2024 at
0911, the laboratory directory (as listed on CM S form 209) confirmed the laboratory
could not retrieve patient test information for M24-011.



