

TITLE:  Patient Result Verification 

PRINCIPLE:

Any time that a new Laboratory Information System (LIS) interface is implemented, verification must be performed prior to going live in production. This applies to both hospital order/result system interfaces and instrument interfaces. Also, tests added to the test tables in both the hospital system and LIS must be tested to verify the accuracy of results transmitted across the interface. All instrument interfaces are validated once a year by comparing an instrument printout with the results in the LIS and hospital system. Select manual result entry is also validated yearly by comparing the results in the LIS with those in the hospital system.
PERSONNEL:

All Laboratory Staff

STEPWISE PROCEDURE:

New Interfaced Analyzer:

1. All reportable results from the new analyzer must be verified that the results are transmitted correctly.

2. The printed results from the new analyzer are compared with what is reported in the LIS. The results may be compared either by using a printed chart report from the LIS, or by viewing the results on-line. 

3. All of the results are then compared between the LIS and the hospital order/result system, either by comparing printed reports from both systems, by viewing on-line in both systems, or by the combination of the two. The result value, reference range, comments and flags (if any) are compared between the two systems.

4. Once testing is complete in the test system, the interfaced analyzer can then be put into production and tested.

5. Once all testing is completed, the validation documentation is kept within the applicable department. 

New Laboratory Test:

1. If the new test will be run on an interfaced analyzer, the printed result from the interfaced analyzer is compared with what is reported in the LIS. The results may be compared either by using a printed chart report from the LIS, or by viewing the results on-line. A manually entered result is verified that it displays appropriately in the LIS.

2. All of the results are then compared between the LIS and the hospital order/result system, either by comparing printed reports from both systems, by viewing on-line in both systems, or by the combination of the two. The result value, reference range, comments and flags (if any) are compared between the two systems. 

3. Once all testing is complete and the results verified, the new test can be moved to production and tested.

Annual Verification:

1. At least once a year, one or more tests from each interfaced analyzer and one or more manually entered test results are verified that the results transmit correctly to the LIS and hospital order/result system. 

2. For tests run on an interfaced analyzer, the printed result from the interfaced analyzer is compared with what is reported in the LIS. The results may be compared either by using a printed chart report from the LIS, or by viewing the results on-line. The manually entered result is verified that it displays appropriately in the LIS.

3. All of the results are then compared between the LIS and the hospital order/result system, either by comparing printed reports from both systems, by viewing on-line in both systems, or by the combination of the two. The result value, reference range, comments and flags (if any) are compared between the two systems.

4. The results of the validation are entered on a “Data Transmission Verification” form and it is then signed or initialed by the person who validated it.

Page 1 of 2  


