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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview with the nurse manager, the laboratory failed to
retain initial written records of microscopic examination results of patient specimens.
Findingsinclude: 1. Review of laboratory records showed no written documentation
of the findings from the microscopic evaluation of patient specimens. 2. Interview
with the nurse manager (staff A) on June 27, 2018 at 9:30 AM revealed that
microscopic findings and final diagnosis are documented on a result sheet received
from the processing laboratory, but the sheet is not retained after results are entered
into the patient's el ectronic medical record.

TEST REPORT
CFR(S): 493.1291(a)

The laboratory must have an adequate manual or electronic system(s) in place to
ensure test results and other patient-specific data are accurately and reliably sent from
the point of data entry (whether interfaced or entered manually) to final report
destination, in atimely manner. Thisincludes the following: (a)(1) Results reported
from calculated data. (a)(2) Results and patient-specific data el ectronically reported to
network or interfaced systems. (a)(3) Manually transcribed or electronically
transmitted results and patient-specific information reported directly or upon receipt
from outside referral |aboratories, satellite or point-of-care testing locations.



This STANDARD is not met as evidenced by:

Based on surveyor review of laboratory records and interview with the nurse manager,
the laboratory has not established a method to verify accuracy of results which are
manually entered into the patient's electronic medical record. Findingsinclude: 1.
Review of laboratory records showed no evidence of evaluation of manually
transcribed results in the patient's el ectronic medical record to ensure accuracy. 2.
Interview with the nurse manager (staff A) on June 27, 2018 at 9:45 AM revealed that
there is no policy or mechanism to ensure accurate transcription of results from the
worksheet into the patient's electronic medical record.



