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Summary Statement of Deficiencies

D5787 TEST RECORDS
CFR(s): 493.1283(a)

The laboratory must maintain an information or record system that includes the 
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time 
of specimen receipt into the laboratory. (a)(3) The condition and disposition of 
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4) 
The records and dates of all specimen testing, including the identity of the personnel 
who performed the test(s).

This STANDARD is not met as evidenced by:
Based on reviews of the Laboratory Personnel Report (8/06/19) and 2018 laboratory 
test records, the lack of laboratory records, and interview with laboratory personnel, 
the laboratory failed to maintain an information system that included the identity of 
the person who performed the tests, including Rh Typing. Findings included: a. The 
Laboratory Personnel Report (8/06/19) included 11 testing persons. b. The laboratory 
had an electronic information system and failed to identify the testing person(s) for 9 
out of 9 laboratory test records randomly selected from 10/22/18 to 12/26/18. c. 
Laboratory personnel affirmed (8/16/19 at 12:30 pm) the aforementioned test records' 
failure to identify the persons performing the tests. d. The reliability and quality of test 
results reported could not be assured when it was not known who performed the tests. 
Based on the stated annual test volumes, for each month of October, November, and 
December there were 583 waived tests, 33 provider-performed microscopy 
procedures, and 125 Rh Typings.
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