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
18D0906587
01/21/2020
Name of Provider or Supplier Street Address, City, State
Children's Care Of Eastern Kentucky 5000 Ky Rt 321 Suite 3124, Prestonsburg, KY

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
D2007 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on review of the proficiency testing policy, review of proficiency testing results
from the American Proficiency Institute (API) proficiency testing agency, and staff
interview on 01/21/2020, the laboratory failed to ensure proficiency testing samples
weretested by all testing personnel who routinely perform patient testing for API
2019 Hematology/Coagulation 1st, 2nd, and 3rd events. Findingsinclude: 1. Review
of the policy and procedure manual revealed the Proficiency Testing Procedure did
not include any statement regarding rotation of proficiency testing specimens amongst
the staff. 2. There was no evidence of Testing Personnel #1 or #3 listed on the CMS
Form 209 testing proficiency samplesfor any event in 2019. 3. Testing personnel
acknowledged in an interview at 1:20 PM on 01/22/2020, the |aboratory failed to have
a system to ensure proficiency testing samples were rotated among all testing
personnel responsible for patient testing.



