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Summary Statement of Deficiencies

D0000 This statement of deficiencies was generated as a result of the on-site CLIA 
recertification survey conducted at your facility on January 10, 2018. The findings and 
conclusions of any investigation by the Division of Public and Behavioral Health shall 
not be construed as prohibiting any criminal or civil investigations, actions or other 
claims for relief that may be available to any party under applicable federal, state or 
local laws.

D2128 HEMATOLOGY
CFR(s): 493.851(e)

(1) For any unsatisfactory analyte or test performance or testing event for reasons 
other than a failure 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 a review of the American Proficiency Institute (API) proficiency testing 
reports from testing years 2016 and 2017 and an interview with the area manager for 
laboratory services, the laboratory failed to review and document corrective action for 
unacceptable analyte test scores. Findings include: 1. The laboratory failed to review 
and document corrective action for the unacceptable red cell count response for the 
API third event 2017 for Hematology/Coagulation. 2. The API proficiency testing 
report revealed a reported red cell count result for the sample ADV-13 of 2.25 with an 
acceptable range of 4.90 to 5.53. 3. A review of the handwritten result form used by 
the testing person revealed a result for sample ADV-13 of 5.29. This was confirmed 
by the area manager for laboratory services on January 10, 2018 at approximately 3:
00 PM. The laboratory performs approximately 117,000 hematology tests annually.
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