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CFR(S): 493.1291(a)

(a) The laboratory must have an adequate manual or electronic system(s) in place to
ensure test results and other patient-specific data are accurately and reliably sent from
the point of data entry (whether interfaced or entered manually) to final report
destination, in atimely manner. Thisincludes the following: (a)(1) Results reported
from calculated data. (a)(2) Results and patient-specific data el ectronically reported to
network or interfaced systems. (a)(3) Manually transcribed or electronically
transmitted results and patient-specific information reported directly or upon receipt
from outside referral |aboratories, satellite or point-of-care testing locations.

This STANDARD is not met as evidenced by:

Based on review of patient test reports maintained in the LIS (Laboratory Information
System), review of instrument results generated from the GEM 5000 blood gas
analyzer and interview with the facility personnel, the laboratory failed to have an
adequate system in place to ensure the accuracy of patient-specific information that is
electronically interfaced from the instrument to the LIS for three out of three patient
records reviewed. Findings include: 1. The laboratory performs blood gastesting in
the specialty of Chemistry with a reported annual test volume of 12,646. The
laboratory began using the GEM 5000 analyzer for blood gas testing in October 2024.
2. The test results generated from the analyzer are electronically interfaced to the LIS,
Meditech. 3. Review of the instrument printout for ID# 116613 from 11/25/24
indicated the specimen collection time as 13:17:00. The test report maintained in the
L1S indicated the specimen collection time as 1417. 4. Review of the test report
maintained in the LIS for ID# 148226 from 2/13/25 indicated the specimen collection
time as 1330. The instrument printout indicated the specimen analyzed time as 13:27:
43. 5. Review of the instrument printout for ID# 116613 indicated a critical test result
for PCO2 was reported to the ordering physician on 11/25/24 at 13:24. Thefinal test
report maintained in the LIS indicated the critical test result for PCO2 was reported to



the ordering physician at 1433. 6. The laboratory failed to have a system in place to
ensure patient-specific datais accurately and reliably sent from the GEM 5000
analyzer tothe LIS. 7. The facility personnel interviewed on 4/14/25 at 1:20 PM
confirmed that the laboratory failed to have a system in place to ensure the accuracy
of patient-specific datathat is electronically transmitted from the GEM 5000 analyzer
to the LIS (Meditech), including the time of specimen collection, time of specimen
analysis and time of critical result reporting.



