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Summary Statement of Deficiencies

An announced CLIA Recertification survey was conducted at the Carilion Clinic West
Salem on March 11, 2020 by the Virginia Department of Health's Office of Licensure
and Certification. The laboratory was surveyed under 42 CFR part 493 CLIA
Requirements. Specific deficiencies cited are as follows:

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 review of the laboratory's Centers for Medicare and Medicaid Services
(CMS) 116 form, policy and procedures (P& P), lack of documentation, and interview
with the Technical Consultant (TC) and testing personnel, the laboratory failed to
implement a mechanism to ensure the accuracy of manually transcribed patient results
from instrument printouts into the EPIC electronic health record (EHR) for twenty
(20) of 20 months reviewed. Findings include: 1. Review of the laboratory's CMS-116
revealed the laboratory performs Complete Blood Counts (CBC) using the Medonic
M-series instrument (serial number 22953). An interview with the TC on 3/11/20 at
approximately 11:20 AM revealed manual entry of patient results from the above
listed analyzer printouts into the EHR, EPIC. 2. Review of P& P revealed lack of
documentation of a procedure or mechanism to detect clerical errors for manually
entered test results. Record review from June 1, 2018 and up to February 28, 2020



revealed no documentation of areview of manually transcribed patient test results. 3.
An interview with the testing personnel and TC on 3/11/20 at approximately 11:50
AM confirmed the findings.



