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Summary Statement of Deficiencies

D2009 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must 
attest to the routine integration of the samples into the patient workload using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on a review of proficiency testing (PT) from the provider American Proficiency 
Institute (API) performed after November 8, 2018 until date of survey and interview, 
the laboratory director (LD) or designee failed to attest on eight of eight reveiwed 
events that proficiency testing samples were handled in the same manner as patient 
samples. Findings: 1. A review of eight of eight proficiency testing events from 
November 8, 2018 to January 8, 2020 year revealed that attestation statement did not 
contain the signature of the LD or designee. a. API 2018 Chemistry Core, 3rd Event b. 
API 2018 Hematology/Coagulation, 3rd Event c. API 2019 Hematology/Coagulation, 
1st, 2nd, and 3rd Events d. API 2019 Chemistry Core, 1st, 2nd, and 3rd Events 2. 
Interview with Testing Personnel (TP) #1 on January 8, 2020 at 11:20 a.m. confirmed, 
the LD or designee failed to attest on eight of eight reveiwed events that proficiency 
testing samples were handled in the same manner as patient samples.

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish 
and follow written policies and procedures to assess employee and, if applicable, 
consultant competency.

This STANDARD is not met as evidenced by:
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Based on the lack of documentation and interview, the laboratory failed to assess 
competency of the technical consultant (TC). Findings: 1. No competency 
documentation for the TC was available at the time of survey. 2. Interview with TP#1 
on January 8, 2020 at 10:40 a.m. confirmed, the laboratory failed to assess 
competency of the TC.

D5421 ESTABLISHMENT AND VERIFICATION OF PERFORMANCE
CFR(s): 493.1253(b)(1)

Each laboratory that introduces an unmodified, FDA-cleared or approved test system 
must do the following before reporting patient test results: (1)(i) Demonstrate that it 
can obtain performance specifications comparable to those established by the 
manufacturer for the following performance characteristics: (1)(i)(A) Accuracy. (1)(i)
(B) Precision. (1)(i)(C) Reportable range of test results for the test system. (1)(ii) 
Verify that the manufacturer's reference intervals (normal values) are appropriate for 
the laboratory's patient population.

This STANDARD is not met as evidenced by:
Based on review of performance verification documentation for the Sysmex XN-4 
hematology analyzer and interview, the laboratory failed to verify the reference 
intervals (normal values) were appropriate for the laboratory's patient population. 
Findings: 1. Review of the verification documentation of the Sysmex XN-4 
hematology analyzer , S/N 11190, installed July 9, 2019, for the analytes: White 
Bloodcell Differential, Red Bloodcell Count, Hemoglobin, Hematocrit, White 
Bloodcell Count, and Platelet testing showed no verification of normal values. 2. 
Interview with TP #1 on January 8, 2020 at 12:10 p.m. confirmed, the laboratory 
failed to verify the reference intervals (normal values) were appropriate for the 
laboratory's patient population.


