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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(15)

(e)(15) Specify, inwriting, the responsibilities and duties of each consultant and each
supervisor, as well as each person engaged in the performance of the preanalytic,
analytic, and postanalytic phases of testing, that identifies which examinations and
procedures each individual is authorized to perform, whether supervision is required
for specimen processing, test performance or result reporting and whether supervisory
or director review isrequired prior to reporting patient test results.

This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory records and laboratory policies and interview
with the Manager of Laboratory Services (Staff A), the Laboratory Director did not
maintain current written delegation of technical supervisor responsibilities of
pathologists for this laboratory. Findingsinclude: 1. Review of verification studies for
the Werfen ACL Top 350 coagulation analyzer showed Staff B approved the
verification studies, the records showed no approval by the laboratory director. 2.
Review of the TCP-Neenah Delegated Duties Policy' showed the laboratory director
had del egated technical supervisor responsibilities for Staff B to include system-wide
histology. Further review of the policy showed the director delegated technical
supervisory responsibilities for system-wide coagulation to Staff C. The policy
showed the last revision date as August 7, 2023. 3. Interview with Staff A on June 4,
2025, at 3:00 PM confirmed the director had not revised the policy to reflect changes
in the delegation of technical supervisor responsibilities for pathologists at this
laboratory.



