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D3027 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(1)

Test requisitions and authorizations. Retain records of test requisitions and test 
authorizations, including the patient's chart or medical record if used as the test 
requisition or authorization, for at least 2 years.

This STANDARD is not met as evidenced by:
Based on review of laboratory testing logs, the laboratory's electronic health record 
(EHR), and confirmed by the laboratory's histotechnologist at approximately 10:30 
am on 04/24/2018, the laboratory failed to retain records of dermatophyte culture 
requisitions and authorizations for one out of three patients (Patient identifier C). The 
findings include: 1. According to the laboratory's histotechnologist, the providers use 
a form called "Laboratory Test Requisition and Report Form" to request performance 
of dermatophyte cultures and record final culture results. The form is given to clerical 
staff to be scanned into the EHR after final culture results are recorded. The form is 
discarded once it has been scanned into the EHR. 2. Patient identifier A had a 
dermatophyte culture performed on 08/29/2017 and finalized on 09/12/2017. 3. 
Patient identifier B had a dermatophyte culture performed on 08/11/2017 and 
finalized on 08/25/2017. 4. Patient identifier C had a dermatophyte culture performed 
on 08/10/2017 and finalized on 08/30/2017. 5. Review of EHR records revealed that 
the Laboratory Test Requisition and Report Form had been scanned for patient 
identifiers A and B, but not patient identifier C. 6. At the time of the survey, the 
laboratory's histotechnologist confirmed that the form had not been scanned into the 
EHR for patient identifier C and was not available in paper form.

D3041 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(6)

Test reports. Retain or be able to retrieve a copy of the original report (including final, 
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preliminary, and corrected reports) at least 2 years after the date of reporting. (i) In 
addition, retain immunohematology reports as specified in 21 CFR 606.160(d) (ii) and 
pathology test reports for at least 10 years after the date of reporting.

This STANDARD is not met as evidenced by:
Based on review of laboratory testing logs, the laboratory's electronic health record 
(EHR), and confirmed by the laboratory's histotechnologist at approximately 10:30 
am on 04/24/2018, the laboratory failed to retain dermatophyte culture test reports for 
one out of three patients (Patient identifier C). The findings include: 1. According to 
the laboratory's histotechnologist, the providers use a form called "Laboratory Test 
Requisition and Report Form" as both a requisition to request performance of 
dermatophyte cultures and a test report where final culture results are recorded. The 
form is given to clerical staff to be scanned into the EHR after final culture results are 
recorded. The form is discarded once it has been scanned into the EHR. 2. Patient 
identifier A had a dermatophyte culture performed on 08/29/2017 and finalized on 09
/12/2017. 3. Patient identifier B had a dermatophyte culture performed on 08/11/2017 
and finalized on 08/25/2017. 4. Patient identifier C had a dermatophyte culture 
performed on 08/10/2017 and finalized on 08/30/2017. 5. Review of EHR records 
revealed that the Laboratory Test Requisition and Report Form had been scanned for 
patient identifiers A and B, but not patient identifier C. 6. At the time of the survey, 
the laboratory's histotechnologist confirmed that the test report had not been scanned 
into the EHR for patient identifier C and was not available in paper form.


