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I. Purpose
To define the process for implementing and managing autoverification of test results using Sunquest and middleware (Data Innovations, WAM, etc).  Autoverification acts by verifying acceptable results using preprocessing criteria and automatically releasing results to the patient record.  Any data falling outside of set parameters or criteria will be reviewed by laboratory personnel.  

II. Definitions
LIS – Laboratory Information Systems department that supports laboratory testing
Autoverification – Automated result verification: the automated actions performed by a computer system related to ther release of test results to the medical record using criteria and logic established, documented, and tested by the medical staff of the laboratory.  The system offers the highest levels of consistency and the ability to handle complex algorithms in an efficient way

III. POLICY
A. Define Criteria for Autoverification
1. Rules for autoverification criteria should be established by the Laboratory Medical Director with input from the Technical Specialist.  The criteria will be developed on a test-by-test basis.
2. The autoverification rules should be constructed to allow for maximum autoverification of results while maintaining acceptable systems to prevent unacceptable results from being autoverified to patient medical records

3. Prior to implementation of autoverification and reporting of patient results for each test, approval is needed from the Laboratory Medical Director, Lab Manager or Supervisor, and area Technical Specialist.  See Attachment A: Autoverification Approval Worksheet.

4. (As applicable)The laboratory Information Systems Specialists will enter the appropriate instrument interface parameters into the LIS system following the protocol established by Sunquest. 

5. (As applicable) The laboratory Technical Specialist will enter the appropriate Boolean logic into the middleware system following the system protocol.

6. (As applicable)  The laboratory Technical Specialist will initiate rule building by the middleware vendor.
B. Create autoverification rules and test interfaces in TEST and production areas of Sunquest or middleware system.

1. Security settings for the systems will ensure only individuals with approved access can build or make rule modifications.  Whenever autoverification algorithms are altered, the change will be documented.
2. Laboratory and/or LIS staff will perform thorough testing on autoverification logic to ensure the rules act as intended (outlined below)

3. Testing will be completed initially and on an annual basis using challenge specimens or via electronic testing of algorithms.
C.  Initial validation of autoverification algorithms may include:
1. Simulation of instrument results, including error flags, to mimic all possible key values for decision algorithms in a test environment (as applicable)
2. The validation should provide review and evaluation to ensure that specimens acceptable for autofile did so, and those that should have been held for verification did.  Some examples of validation testing include, but are not limited to:
a. Concentration within the reference range
b. Concentration outside the reference range (Low and High)
c. Concentrations that are in the critical range, if one exists
d. Concentrations that are outside the analytical measurement of the assay (Low and High)
e. Specimen with interfering substances/indices
f. Specimens with calculation requirements
g. Instrument error messages
3. Documentation of autoverification testing may include an IRA of a tested specimen, audit trail from Sunquest or middleware system, or other electronic presentation of testing.  Documentation must be reviewed and evaluated with pertinent comments noted.
4. Log of specimen ID’s tested for autoverification algorithm (if applicable)
5. Periodic review of correct autoverification will occur after being placed into production.

D. Verify ongoing functionality of established autoverification criteria on an annual basis.

1. The testing performed should be documented and evaluated for acceptability.  It may contain:

a. Challenge specimen inserted into testing batches to ensure rejection criteria are being met

b. Electronic algorithm testing

2. If a problem is detected through quality assurance of autoverification, actions must be taken to correct the situation, and that corrective action documented.  This documentation is maintained for a minimum of 2 years past issue resolution.

E. Autoverification may require supplemental retesting.
1. Retesting will occur under any of the following scenarios:

a. Any time there is a change in the analytical procedure that would affect autoverification.
b. Changes that affect the reportable or reference ranges

c. Post-analytical changes that result in alterations to acceptability criteria or technologist review standards.

d. Any change in autoverification algorithms (the scope is based on the nature of the change(s) made)

e. Software updates to the analyzer, LIS system or middleware (based on the scope of the update)

2. Retesting may include:

a. Testing a portion of the analytes with similar criteria, if affected by the change.

b. Testing all unique autoverification rules for affected analytes

c. Testing in the manner outlined above in section C, 2

F. Autoverification will be suspended immediately in the event that a problem occurs with a test method, analytic instrument, or the autoverification program.

1. A procedure for rapid cessation of autoverification is available for both technical and LIS staff

2. Back-up procedures for manual review and result reporting will be available to technical staff in the event that autoverification fails.
IV. Attachments  

Attachment A – Autoverification Approval Worksheet
V. References 

VI. Compliance 

Failure to comply with this policy or the related processes and procedures may result in disciplinary action, up to and including termination. 

VII. Approvals 

See Electronic Record 
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