
Department of Health & Human Services Form Approved
Centers for Medicare & Medicaid Services OMB No. 0938-0391

11D1006555
10/07/2020

Dti Laboratories Incorporate 325 East Jackson Street, Thomasville, GA

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

(X4) ID Prefix 
Tag

Summary Statement of Deficiencies

D0000 Based on a CLIA Reinstatement Survey performed on October 7, 2020, this facility 
was found to not be in compliance with all applicable CLIA requirements found at 42 
CFR 493.1 through 42 CFR 493.1780.

D5427 ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(s): 493.1253(c)

(c) Documentation. The laboratory must document all activities specified in this 
section.

This STANDARD is not met as evidenced by:
Based on review of the BioRad D-10, A1c Analyzer (D-10) linearity studies, and staff 
review, the laboratory had performed the testing on the linearity specimens, but had 
not evaluated the linearity results for acceptability, and verification of results. 
Findings: 1. Review of the D-10 linearity performance documents, the laboratory had 
tested, evaluated, and documented the linearity performed on April 25, 2017. There 
were no other linearity documents to review. 2. Review of the data stored in the D-10, 
there was evidence that the linearity specimens had been ran, but not evaluated. 3. 
Staff interview with Testing Personnel, and Owner, on October 7, 2020, at 
approximately 1pm in the secondary lab room, confirmed that the linearity had been 
run, but had not been evaluated and signed by the Laboratory Director as acceptable.
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