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J0135 PROVISION OF SERVICES

491.9(a) Basic requirements: (3) The laboratory requirements in paragraph (c)(2) of 
this section apply to RHCs, . . . 491.9(c) Direct services (2) Laboratory. These 
requirements apply to RHCs . . . . The RHC provides laboratory services in 
accordance with part 493 of this chapter, which implements the provisions of section 
353 of the Public Health Service Act. The RHC provides basic laboratory services 
essential to the immediate diagnosis and treatment of the patient, including: (i) 
Chemical examinations of urine by stick or tablet method or both (including urine 
ketones); (ii) Hemoglobin or hematocrit; (iii) Blood glucose; (iv) Examination of stool 
specimens for occult blood; (v) Pregnancy tests; and (vi) Primary culturing for 
transmittal to a certified laboratory.

This STANDARD is not met as evidenced by:
Based on observations and staff interview, it was determined the clinic failed to 
ensure documentation of a current Clinical Laboratory Improvement Act (CLIA) 
certificate. This had the potential to negatively affect all patients served by the clinic. 
Findings Include: A tour of the clinic was conducted on 12/3/25 at 9:20 AM with 
Employee Identifier (EI) # 1, Office Manager. The surveyor observed the CLIA 
certificate with an expiration date of 8/31/25. An interview was conducted on 12/3/25 
at 2:00 PM with EI # 2, Chief Executive Officer, who confirmed the clinic failed to 
ensure a current CLIA certificate.
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