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For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.
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Summary Statement of Deficiencies

D0000 The recertification survey was performed on 04/14/2022. The findings were reviewed 
with the technical consultant and point of care technician at the conclusion of the 
survey. The laboratory was found in compliance with standard-level deficiency cited.

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 a patient report and interview with the technical consultant, the 
laboratory failed to provide normal reference intervals for one of one Amnisure 
patient test report. Findings include: (1) On 04/14/2022 at 10:20 am, the technical 
consultant stated the following to the surveyor: (a) The laboratory used the Amnisure 
ROM test, to aid in the detection of the rupture of the fetal membrane. (2) A review of 
one test report for a patient tested on 02/08/2022 at 12:58 pm. The report did not 
include a normal reference range; (3) The report was reviewed with the technical 
consultant, who stated on 04/14/2022 at 01:40 pm the patient report did not include a 
normal reference range.
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