Department of Health & Human Services Form Approved

Centersfor Medicare & Medicaid Services OMB No. 0938-0391
Statement of Deficiencies (X2) Provider/Supplier/CLIA (X3) Date
I dentification Number Survey
Completed
01D2073260
05/13/2021
Name of Provider or Supplier Street Address, City, State
Pain & Rehabilitation Consultants 101 Red Hill Way, Madison, AL

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) ID Prefix
Tag

D5215

Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty
assigned a proficiency testing score that does not reflect laboratory test performance
(that is, when the proficiency testing program does not obtain the agreement required
for scoring as specified in subpart | of this part, or the laboratory receives a zero score
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:

Based on reviews of the proficiency testing (PT) records, quality assurance
documentation, patient records, and an interview with the Technical Supervisor, the
surveyor determined the laboratory failed to submit results for the APl (American
Proficiency Institute) 2019-Event 2 Chemistry survey before the cutoff date. Thiswas
noted on one out of seven 2018-2021 PT survey events reviewed. The findings
include: 1. A review of theinstructions for the API 2019-Event 2 Chemistry survey
(for qualitative Urine Drug Screens) revealed the PT results should have been
submitted on-line on or before 11/1/2019. However areview of the Indiko instrument
printouts revealed specimens were run on 11/13/2019; the survey received a score of
0% dueto failure to participate. 2. During an interview on 5/13/2021 at 12:15 to 12:25
PM, the Technical Supervisor stated the laboratory may have been out of reagentsin
October thru early November 2019. The surveyor then asked if there was
documentation of the problem, and if patient testing was performed during that
period; areview of the quality assurance records revealed no documentation of any
problems. The Technical Supervisor confirmed the laboratory performed patient
testing on 10/21/2019 and 10/28/2019. SURVEY OR ID #32558 Licensure and
Certification Surveyor



