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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA initial survey was conducted at MAP RC LLC dba Prime

Regenerative & Pain Management on October 25-26, 2023 by the Virginia
Department of Health's Office of Licensure and Certification. The laboratory was
surveyed under 42 CFR part 493 CLIA Regulations. The specific deficiency cited is
asfollows:

D5805 TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigque patient identifier and
identification number. (c)(2) The name and address of the laboratory |ocation where
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on areview of the facility's Centers for Medicare and Medicaid Services
Application for Certification (CMS 116) form, patient reports, and interviews, the
laboratory failed to correctly identify their address as the performing laboratory for
three (3) of 3 randomly selected patient's urine drug test reports as reviewed on
October 25, 2023. The findingsinclude: 1. Review of the laboratory's CMS 116 form
revealed alaboratory name and facility physical location addressas: MAPRC LLC
dba Prime Regenerative & Pain Management 2565 Cowan Blvd. Fredericksburg, VA
2. Review of 3 randomly selected patient reports (accession numbers UR23-0656,
UR23-0265, and UR23-0450) revealed the testing location listed as: Prime
Regenerative and Pain Management 402 Chatham Square Office Park Fredericksburg,
VA 22405 In an interview with the Quality Technical Supervisor on October 25,



2023, at approximately 11:00 AM, the Quality Technical Supervisor stated, "l didn't
know the address was incorrect. | will have the address corrected now." 3. In an exit
interview with the Quality Technical Supervisor and Technical Supervisor on October
26, 2023 at approximately 11:15 AM, the above findings were confirmed.



