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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 review of patient Rh test records and interview with the technical consultant,
the laboratory did not have policies to ensure Rh test results are documented on test
records in areliable manner. Findings: 1. On March 20, 2023, November 1, 2022 and
October 19, 2022 a check mark was used to document that the patient control result
was negative. 2. On April 10, 2023 the "c", that indicates where the control test result
is entered was circled and a control result was not entered. 3. The laboratory's written
procedure for documenting Rh test results did not state how to record Rh test results
on the patient test result log. 4. This was confirmed with the technical consultant on
the afternoon of the day of survey.



