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Key Takeaways

Review how 
LIMS can 
maintain 
compliance

Understand 
assessment 
of LIMS



Drives 
compliance

Modern LIMS Capability

Work and 
information 
flows

Reduce cost

Improve 
efficiency

Transparency



Process Management

Document management

Contract review

Corrective action

Complaint process

Records (results archiving)

Training



Data Management

Traceability

Sample handling

Quality control evaluation

Reporting



Assessment of Document Management

Approval process

Current version

Point of use



Assessment of Contract Review

• Requirements
• Communications
• Change management
• Subcontracted work
• Deviations

Maintain 
records



Assessment of Corrective Action

Recording Cause 
analysis

Actions 
taken Monitoring



Assessment of Complaint Process

Complaint tracking
Note: change in 

ISO/IEC 
17025:2017

Receiving, 
evaluating 
and making 
decisions



Assessment of Records (Results 
Archiving) 

Testing 
records

Protection 
and 

backup

Audit 
trails



Assessment of Training

Training 
records Authorizations IDOC/CDOC 

records



Assessment of Traceability

CRM 
certificates

Standards 
preparation

Calibrations

QC



Assessment of Sample Handling

• Deviation
s

• Identifica
tionReceipt

• TAT
• Holding 
times

Scheduling

• Batch QC
• Data 
review

Test 
results



Assessment of QC Evaluation

Compliance with 
method QC

Track PT

Control 
charting

Data 
review



Assessment of Reporting

Templates

Consistency

Reduce 
errors



Conclusion

Modern LIMS can 
be used as a 

management tool 
for many aspects 

of standard 
requirements

Reduces reliance on 
staffs’ valuable time

Easily assessable

Automated 
compliance



For More Information

Matthew Sica
Accreditation Manager, RMP, PT and Medical Laboratories

ANSI National Accreditation Board (ANAB)
11617 Coldwater Rd.| Suite 101|Fort Wayne, IN 46845

Direct: 414‐501‐5356 | Main: 414‐501‐5494
msica@anab.org


