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Summary Statement of Deficiencies

SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(S): 493.1242(a)

(a) The laboratory must establish and follow written policies and procedures for each
of the following, if applicable: (a)(1) Patient preparation. (a)(2) Specimen collection.
(@)(3) Specimen labeling, including patient name or unique patient identifier and,
when appropriate, specimen source. (a)(4) Specimen storage and preservation. (a)(5)
Conditions for specimen transportation. (a)(6) Specimen processing. (a)(7) Specimen
acceptability and rejection. (a)(8) Specimen referral.

This STANDARD is not met as evidenced by:

Based on technical consultant and technical supervisor interviews and preanalytic
systems policies and procedures record review on March 25, 2026 at 10:30 am, the
laboratory failed to established written procedures for immunohematol ogy and routine
chemistry patient specimen collection and conditions for patient specimen
transportation. Findings included: a. In immunohematology and routine chemistry, it
was the practice of the laboratory to receive referred patient specimens that were
transported to the laboratory via carrier services. b. The laboratory maintained no
written laboratory director approved procedures for the collection and conditions for
transport of patient specimens. c. These findings were confirmed by atechnical
consultant and technical supervisor on March 25, 2026 at 10:30 am. d. According to
laboratory records, the laboratory performed and reported approximately 15,002
patient immunohematology and routine chemistry tests annually.

CONTROL PROCEDURES
CFR(9): 493.1256(d)(3)(iii)(g)

(d)(3)(iii) Test procedures producing graded or titered results, include a negative
control material and a control material with graded or titered reactivity, respectively;



This STANDARD is not met as evidenced by:

Based on technical consultant, technical supervisor, and testing personnel interviews
and immunohematology unexpected antibody titer quality control record review on
March 26, 2026 at 10:45 am, the laboratory failed to monitor patient
immunohematology unexpected antibody titer testing using a negative quality control
material and a quality control material with titered reactivity each day of patient
unexpected antibody titer testing. Findings included: a. In immunohematol ogy, it was
the practice of the laboratory to perform and report test results for patient unexpected
red cell antibody titer testing. b. The laboratory maintained no written documentation
to indicate that a negative quality control material and a quality control material with
titered reactivity was tested each day patient unexpected red cell antibody titer testing
was performed and reported. c. These findings were confirmed by a technical
consultant, technical supervisor, and testing personnel on March 26, 2026 at 10:45
am. d. According to laboratory personnel, the laboratory performed and reported
approximately 12 patient unexpected red cell antibody titer tests annualy.



