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
11D1091809
10/17/2018
Name of Provider or Supplier Street Address, City, State
Nuestros Ninos Our Kids Pediatrics 777 Franklin Road, Marietta, GA

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

(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was

completed on October 17, 2018. The laboratory was not in compliance with applicable
CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The following
deficiencies were cited:

D6015 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(4)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(4) Ensure that the laboratory is enrolled in an HHS approved
proficiency testing program for the testing performed.

This STANDARD is not met as evidenced by:

Based on proficiency testing (PT) document review and staff interviews, the lab
director (LD) failed to ensure the laboratory is enrolled in a proficiency testing
program. Findingsinclude: 1. Review of American Proficiency Institute (API)
documents revealed the lack of documents for 2018 testing events #1 and #2. 2.
Interviews with staff #3 (CMS 209 form) and the LD on 10/17/18 at 11:14 am in the
file/crash cart office confirmed the lab did not enroll in 2018 PT until 10/16/18.



