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D5805 TEST REPORT
CFR(s): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification, 
either the patient's name and identification number, or a unique patient identifier and 
identification number. (c)(2) The name and address of the laboratory location where 
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5) 
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units 
of measurement or interpretation, or both. (c)(7) Any information regarding the 
condition and disposition of specimens that do not meet the laboratory's criteria for 
acceptability.

This STANDARD is not met as evidenced by:
Based on record review and an interview with the Clinical Team Lead, the laboratory 
failed to indicate, on 4 out of 7 final test reports, an accurate specimen source for each 
KOH (potassium hydroxide) procedure performed. This deficient practice had the 
potential to affect all patients tested under the subspecialty of mycology. Findings 
Include: The Surveyor reviewed 7 final test reports for KOH. 1. Review of 4 of the 7 
KOH final test reports found the following specimen sources: Date Patient Source 10-
10-17 291480 "right heel" 1-15-18 866880 "scalp right upper thigh" 3-7-18 620040 
"right foot" 8-22-18 52816 "right lateral foot" 2. Review of the 4 corresponding KOH 
interim test records listed on the "KOH and Scabies prep log" found the following 
specimen sources: Date Patient Source 10-10-17 291480 "R. lower leg" 1-15-18 
866880 "R. thigh" 3-7-18 620040 "lf foot" 8-22-18 528160 "L foot" 3. An interview 
with the Clinical Team Lead, on 8/12/19 at 11:29 am, confirmed the specimen sources 
listed on the final test report were not the same as the specimen sources listed on the 
test records, and thus, were not accurate.
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