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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA recertification survey was conducted at PAIN RELIEF

SOLUTIONS, LLC from May 05, 2026 to May 19, 2026. The laboratory was
surveyed under 42 CFR Part 493 CLIA requirements. Standard deficiency cited as
follows:

D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the laboratory failed to verify the
accuracy of testing methods at least twice annually for two out of eight analytes tested
in urine toxicology screening test at least from 09/01/2024 to 05/01/2026. Findings
included: 1-Review of the test menu provided with the form CMS-116 Clinical
Laboratory Improvement Amendment (CLIA) Application for Certification signed by
the Laboratory Director on 04/12/2026 indicated the following urine screening analyte
tests: Amphetamine, Barbiturates, Benzodiazepines, Cocaine metabolites, Methadone,
Opiates, Phencyclidine, Creatinine and pH. 2-Review of procedure "PROFICIENCY
TESTING", under GENERAL COMPLIANCE: stated -Enroll in PT for every
regulated analyte performed in-house. -Enroll in PT or perform alternative split
sample testing as an external validation of all non-regulated analytes at |east twice a
year. 3-Review of American Proficiency Ingtitute (API) Proficiency Testing (PT)
attestation for first event of 2025 with date 05/25/2025, revealed that the |aboratory
failed to include the test of pH and Creatinine that is part of the urine adulteration
package and failed to perform the twice ayear accuracy verification for the Creatinine
and pH. 4-The |laboratory tested 7,828 patients from September 1, 2024 to May 1,
2026 for Creatinine and pH. 5-During an interview on 05/05/2026 at 12:00 PM the
Laboratory Director confirmed that the |aboratory failed to do twice ayear



verification for the screening test for the Creatinine and pH for the period of
reference.



