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Summary Statement of Deficiencies

D5313 SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(s): 493.1242(b)

The laboratory must document the date and time it receives a specimen.

This STANDARD is not met as evidenced by:
Based on test record review, lack of documentation, patient chart review, and 
interview with staff; 1 of 5 Complete Blood Count (CBC) test reports reviewed failed 
to include the correct date of collection/receipt. Finding include; 1. Test report for 
641283 documents a CBC collected on 09/30/19. 2. Patient chart for patient 641283 
lacked documentation that a CBC was collected on 09/30/19. 3. Patient chart review 
documented that 641283 had a CBC ordered and collected on 11/30/19. 4. Staff stated 
on 02/06/20 at approximately 3:00 pm that the testing personnel had written the 
incorrect date of collection/receipt, and testing on 641283 was collected on 11/30/19.

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 test record review and interview with staff, the laboratory failed to include 
the identity of personnel performing 2 out of 5 Complete Blood Count (CBC) tests 
reviewed. Findings include: 1. Laboratory records for patient 641283 tested on 11/30
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/19, and 1000043434 tested on 01/04/20 failed to include the identity of personnel 
who performed CBC testing. 2. Staff confirmed on 02/06/20 at approximately 3:00 
pm they were unable to confirm the testing personnel for patient 641283 and 
1000043434 CBC tests performed.


