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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(5)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(5) Ensure that the quality control program is established and
maintained to assure the quality of laboratory services provided.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Individualized Quality Control Plan (IQCP) provided
by the laboratory as evidence of correction and other laboratory records and interview
with the clinic manager (staff A) by email, the laboratory had not retained one of one
IQCP for this laboratory for the Prostate Specific Antigen (PSA) test performed with
the Qualigen Diagnostics FastPack analyzer and the director did not ensure the quality
control program was maintained. Findings include: 1. Review of the 'lQCP for
Quality Control on the Qualigen FastPack PSA' document provided by the clinic
manager viaemail on January 16, 2025, showed the laboratory director had not signed
the IQCP. Further review showed the document was not specific for the PSA test
system as performed at this laboratory. a. The IQCP referenced use of College of
American Pathologists (CAP) Proficiency Testing (PT). Record review during the on-
site survey on December 19, 2024, showed the laboratory did not use CAP PT
products. b. The IQCP identified roles for aMedical Technologist and Technical
Supervisor. Review of personnel records during the on-site survey showed no
evidence the laboratory had hired aMedical Technologist or Technical Supervisor. c.
The 1QCP addressed nucleic acid contamination and mitigation procedures that are
not arisk factor for the Qualigen FastPack PSA test system. d. The IQCP stated the
director or designee review all verified results prior to release. Review of test records
during the on-site survey showed no evidence the director or designee reviewed all



results prior to release. e. The IQCP stated, "Appropriate utilities are employed in the
laboratory to service the Verigene Instrumentation” and "All reagents used in the
Xpert MRSA are used within expiration dates." Review of the laboratory's test menu
showed no testing for the Xpert MRSA or testing with Verigene instrumentation. 2.
Email interview with Staff A on January 22, 2025, at 1:20 PM revealed, "We couldn't
locate an IQCP for Marinette for PSA. We are thinking it was thrown out with the
older lab paperwork™ showing the director had not ensured the quality control
program was maintained.



