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Introduction

Safety 
Database

Reconciliation
Clinical 

Database
•Identify issues

•Resolve
•Document

SAE

Automation

Need for a process

▪ Reliable and efficient

Accuracy is Essential

▪ Reporting to Health Authorities

Important for Patient Safety

▪ Correct reporting is critical
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Advantages of Automatic SAE 
reconciliation

Reduced Errors

▪ Minimal manual inputs

Scalability

▪ Handle large volumes of data

Improved Efficiency
▪ Streamlines and speeds up 

▪ Quicker discrepancy identification

Clear Reporting

▪ Quick generation

▪ Comprehensive reports
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▪ Different trials

▪ EDC systems

▪ Safety database extract formats: 

▪ SAS file, excel file, etc. 

▪ Review by Clinical Data Managers

▪ Only new and changed records 

▪ Tracking reconciliation status

▪ Customised reports
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SDTM Database

SDTM: Standardized data format by CDISC

▪ Uniform structure across different studies

▪ Suitable for automated processes
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Automated Reconciliation Flow

1
Different formats: 

SAS file, excel file, etc

Safety Database Extract

▪ Received form safety database owner

▪ Upload extract in a help table (fixed structure)

Challenge: 

No changes to the safety database 

extract structure
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Automated Reconciliation Flow

1

2

Safety Database Extract

▪ Received form safety database owner

▪ Upload extract in a help table (fixed structure)

AEREFIDs in clinical database

▪ Automatic Completion of AEREFIDs

▪ Linking between USUBJID, 
AESTDTC and AEDECOD

2



99

Automatic completion of AEREFIDs

Help table/ 
Safety database 

extract

Clinical 
database
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Automated Reconciliation Flow

1

2

Safety Database Extract

▪ Received form safety database owner

▪ Upload extract in a help table (fixed structure)

AEREFIDs in clinical database

▪ Automatic Completion of AEREFIDs

▪ Linking between USUBJID, AESTDTC 
and AEDECOD

2
Challenge: 

No exact match between databases
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Manual completion of AEREFIDs

Help table/ 

Safety database 
extract

Clinical 

database
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Automated Reconciliation Flow

1

2

3

SAE Reconciliation

▪ Automatic checks comparing both 

databases 

• SDTM/Clinical database

• Helptable/Safety database

▪ Taking appropriate action

In-house data cleaning tool: 

Reviewing/tracking reconciliation

 outputAEREFIDs in clinical database

▪ Automatic Completion of AEREFIDs

▪ Linking between USUBJID, AESTDTC 
and AEDECOD

Safety Database Extract

▪ Received form safety database owner

▪ Upload extract in a help table (fixed 
structure)
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Discrepancy check

1. For each SAE in clinical database a corresponding SAE is present in safety 

database and vice versa

2. Discrepancies between clinical and safety database (AESTDTC, AETERM, 

AEDECOD, SAE criteria etc.)

3. If an AE is serious, AEREFID should be completed and vice versa
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Automated Reconciliation Flow

1

2

3

SAE Reconciliation

▪ Automatic checks comparing both 
databases 

• SDTM/Clinical database

• Helptable/Safety database

▪ Taking appropriate action

Completion of AEREFIDs

▪ Automatic Completion of AEREFIDs

▪ Linking between USUBJID, AESTDTC 
and AEDECOD

Safety Database Extract
▪ Received form safety database owner

▪ Upload extract in a help table (fixed 
structure)

4

Automatic Report Generation
▪ Comprehensible

▪ Customised 
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Automatic SAE report generation
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Automatic SAE report generation
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Conclusion
Implement automation at each step of SAE reconciliation 

process:

▪ Uniform structure 

▪ Safety database: Helptable

▪ Clinical database: SDTM

▪ AEREFIDs completion in the same tool

▪ Automatically populated via linking

▪ Plan B if needed for manual input

▪ Discrepancy management

▪ Validated automatic checks

▪ Reconciliation status tracking throughout the trial

▪ Automatic report generation
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Questions?
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Contact us

Ritu Dogra

Email: clinicalresearch@sgs.com

Phone number EU: +32 15 27 32 45
www.sgs.com/cro 

mailto:clinicalresearch@sgs.com
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