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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 unigue patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (¢)(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 criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Through interview and review of patient result reports it was determined that routine
chemistry, immunology, and microbiology testing is referred to an outside reference
laboratory (Iaboratory identified as |aboratory #2 on a separate |aboratory
identification list) and those results lack the name and address of the performing
laboratory. Findings follow: A. In an interview on 3/20/19 at approximately 08:45
AM, the laboratory staff member, identified as number three on the CM S 209 form,
stated that routine chemisry testing, immunology testing, and micobiology testing is
referred to an outside laboratory, identified as laboratory #2 on a separate |aboratory
identification list, which is the laboratory's main reference laboratory and results are
electronically reported via computer interface. B. Review of patient results of routine
chemistry, immunology, and microbiology testing revealed that the name and address
of laboratory #2 as performing laboratory was not present on the patient report on two
of two resultsreviewed. C. In an interview on 3/20/19 at approximately 12:00 PM, the
laboratory staff member, identified as number three on the CM S 209 form, confirmed
that the chemistry, immunology, and microbiology results reviewed were performed
by laboratory #2 and that the name and address of the performing laboratory was not
included on the final report. D. In an interview on 3/20/2019, at approximately 12:00



PM. the |aboratory staff member, identified as number three on the CM S 209 form,
and the technical consultant, identified as number two on the CM S 209 form,
confirmed that al routine chemistry, immunology, and microbiology testing referred
to laboratory #2 would not list the name and address of laboratory #2 as the

performing laboratory.



