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Summary Statement of Deficiencies

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 review of laboratory reports and interview with the Laboratory Director and 
Medical/Laboratory Assistant-2, the laboratory report failed to clearly indicate where 
biopsy slides were read and Date reported. Findings included: 1. The laboratory 
reports titled, "Pathology Report for Biopsy", included three addresses, as follows: a. 
2262 Camino Ramon San Ramon, CA 94589 b. 500 Alfred Nobel Dr Ste 185 
Hercules, CA 94547 c. 48 Fenton St. Livermore, CA 94550 2. The reports failed to 
clearly indicate the address and Laboratory Director of the location where the slides 
were read. Two reports randomly selected for review were as follows: Date of Path # 
procedure ----------------------------------------------------------------- 3/04/21 WTH--21-
028, WTH--21-029 9/20/23 AI path 23-211 3. The reports had Signature(s) from the 
Testing person/Physician but failed to have the Date reported. 4. The Laboratory 
Director and Medical/Laboratory Assistant-2 affirmed (9/29/23 at 3:00pm) the 
aforementioned omissions on the laboratory reports. . .
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