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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 record review and interview with Technical Consultant #1 (TC1), the 
laboratory failed to include the reference intervals for testosterone testing for its 
female patients for 2 (March 2020 to March 2022) of 2 years reviewed. Findings 
include: 1. A review of patient test records revealed the reference intervals on test 
reports for testosterone were 190-890 pg/mL for both male and female patients. 2. An 
interview on 3/10/22 at 10:45 am with TC1 revealed the reference interval of 190-890 
pg/mL is for male patients and that same reference interval is used on all patient test 
reports regardless of sex.
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