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
46D1043971
04/23/2025
Name of Provider or Supplier Street Address, City, State
Color Country Pediatrics 55 East Canyon Commercial Ave, Cedar City, UT

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)

(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 record review and interview with the technical consultant (TC), the
laboratory failed to perform proficiency testing (PT) using the laboratory's routine
methods by not having all testing personnel (TP) perform PT. The laboratory
performed approximately 7,500 hematology tests ayear. . Findingsinclude: 1. Review
of CMS-209 Laboratory Personnel Form showed the laboratory had nine TP that
performed hematology testing. 2. PT record review revealed that the laboratory TC
performed PT for three out of three American Proficiency Institute (API) hematology
/coagulation events in 2023 and three out of three API PT hematol ogy/coagulation
eventsin 2024. 3. In an interview on 04/23/2025 at 12:20 PM, the TC confirmed that
not all hematology TP performed PT. .

D6032 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(14)

(e)(14) Specify, in writing, the responsibilities and duties of each consultant and each
person, engaged in the performance of the preanalytic, analytic, and postanalytic
phases of testing, that identifies which examinations and procedures each individual is
authorized to perform, whether supervision is required for specimen processing, test
performance or results reporting, and whether consultant or director review isrequired
prior to reporting patient test results.



This STANDARD is not met as evidenced by:

. Based on record review and interview, the laboratory director failed to delegate, in
writing, the duties and responsibilities to each person involved in all phases of the
testing process. The laboratory performed approximately 7,500 hematology tests a
year. . Findingsinclude: 1. Record review of American Proficiency Institute
proficiency testing (PT) performance review and corrective action forms revealed the
technical consultant (TC) signed the forms as the Lab Director or designee. 2. Record
review failed to find documentation that the duty of PT review had been delegated to
the TC. 3. Record review failed to locate delegation of duties and responsibilities for
one of one TC and nine of nine testing personnel. 4. Confirmed during interview with
the TC at approximately 12:30 PM on 04/23/2025.



