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Summary Statement of Deficiencies

D8100 INSPECTION REQUIREMENTS
CFR(s): 493.1771

(a) Each laboratory issued a CLIA certificate must meet the requirements in 493.1773 
and the specific requirements for its certificate type, as specified in 493.1775 through 
493.1780. (b) All CLIA-exempt laboratories must comply with the inspection 
requirements in 493.1773 and 493.1780, when applicable.

This CONDITION is not met as evidenced by:
. Based on observation, record review, and interview with the laboratory director, the 
laboratory failed to allow reinspection. Refer to D8105.

D8105 BASIC INSPECTION REQUIREMENTS
CFR(s): 493.1773(e)(f)(g)

(e) Reinspection. CMS or a CMS agent may reinspect a laboratory at any time to 
evaluate the ability of the laboratory to provide accurate and reliable test results. (f) 
Complaint inspection. CMS or a CMS agent may conduct an inspection when there 
are complaints alleging noncompliance with any of the requirements of this part. (g) 
Failure to permit CMS or a CMS agent to conduct an inspection or reinspection 
results in the suspension or cancellation of the laboratory's participation in Medicare 
and Medicaid for payment, and suspension or limitation of, or action to revoke the 
laboratory's CLIA certificate, in accordance with subpart R of this part.

This STANDARD is not met as evidenced by:
. Based on observation, record review, and interview with the laboratory director, the 
laboratory failed to allow reinspection on 10/2/25. Findings include: 1. A review of 
the laboratory's Form CMS-116 indicated the hours of operation to be "08:00 to 18:
00" Monday, Tuesday, Wednesday, Thursday, and Friday. 2. The surveyor arrived at 
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the laboratory's address on 10/2/25 at 8:44 am. No cars were in the parking lot, all 
doors were locked, no laboratory signage was present, and there was a package 
delivery slip taped on the front door stating "Sorry we missed you" with the date of "9
/26." 3. The surveyor attempted to call the laboratory's phone number as listed on 
Form CMS-116 on 10/2/25 at 8:47 am and reached an unrelated business. 4. The 
surveyor called and left a message for the laboratory director on 10/2/25 at 8:50 am. 5. 
The laboratory director returned the phone call on 10/2/25 at 8:56 am and revealed the 
laboratory had ceased operations at this location and combined testing with laboratory 
B "around the end of August, beginning of September." The surveyor requested 
documentation sent to the laboratory's accreditation organization noting the additions 
of cytopathology and histopathology. 6. A review of laboratory B's College of 
American Pathologists "Laboratory Activity Menu" listed non-gynecologic 
cytopathology and surgical pathology on laboratory B's test menu.


