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Summary Statement of Deficiencies

D0000 An announced CLIA Recertification remote-site survey was conducted at the Virginia 
Physicians Inc Midlothian Family Practice Village on December 8, 2020 by the 
Virginia Department of Health's Office of Licensure and Certification. The laboratory 
was surveyed under 42 CFR part 493 CLIA Requirements. The initial contact and 
entrance interview with laboratory conducted on November 17, 2020 with off-site 
record review of documentation and a follow-up phone conference on December 3, 
2020. Specific deficiencies cited are as follows:

D5807 TEST REPORT
CFR(s): 493.1291(d)

Pertinent "reference intervals" or "normal" values, as determined by the laboratory 
performing the tests, must be available to the authorized person who ordered the tests 
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:
Based on a review of two patient test reports, lack of documentation, and interview 
with the technical consultant, the Harvest Laboratory Information System (LIS) final 
patient report failed to contain reference intervals or normal values for one (1) patient 
vaginal wet preparation examination and one (1) patient potassium hydroxide (KOH) 
examination at the date of survey on December 8, 2020. Findings include: 1. Review 
of patient test reports generated from the Harvest LIS revealed lack of documentation 
of reference intervals or normal values for 1 patient vaginal wet preparation 
examination and 1 patient KOH examination. 2. An interview with the technical 
consultant at approximately 10:30 AM on December 8, 2020 confirmed the findings.
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