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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 A recertification survey conducted on 1/6/2021 to1/7/2021, found the Coral Springs

Holistic Pediatrics clinical laboratory was not in compliance with 42 CFR Part 493,
Requirements for Laboratories.

D2128 HEMATOLOGY
CFR(S): 493.851(¢)

(1) For any unsatisfactory analyte or test performance or testing event for reasons
other than afailure to participate, the laboratory must undertake appropriate training
and employ the technical assistance necessary to correct problems associated with a
proficiency testing failure. (2) For any unacceptable analyte or testing event score,
remedial action must be taken and documented, and the documentation must be
maintained by the laboratory for two years from the date of participation in the
proficiency testing event.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to receive a passing
analyte score of 80 % for white blood cell differential , granulocytes, monocytes/mids
and lymphocytes in hematology for the second proficiency testing (PT)event of
American Proficiency Ingtitute (API) in 2020. Findings Included: Review of the AP
proficiency testing revealed the laboratory received unsatisfactory analyte scoresin
the second event of PT for hematology in 2020 for the following : 1. White blood cell
differential received a score of 33%. 2. Granulocytes received a score of 0%. 3.
Monocytes/Mids received a score of 40%. 4. Lymphocytes received a score of 60%.
On 1-6-2021 at 3:34pm , The office manager confirmed the laboratory did not receive
apassing analyte score of 80 % for white blood cell differential , granulocytes,
monocytes/mids and lymphocytes in hematology for the second PT event of API in
2020.



