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Needs
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Ability to generate accurate and complete copies 
of electronic records in human readable form 
throughout the records retention period

Electronic records should be stored in a format 
that is readable for the duration of the applicable 
record retention period

Easily find data, BI, summaries, reports, …
Exchange data with peers and CRO’s



Data Stages

4

Data	Creator

Stage	1:
Creation	and	free	use

Stage	2:
Controlled	use

Stage	3:
Active	preservation

Working
Files

Operational	
System

Locked
Files

Records	
Management	

System

Preserved
Files

Archiving	
System



Preservation Planning: 3 approaches

Museum Approach
• As is
• Short term

Emulation Approach
• Virtualize software and hardware
• Frozen in time

Migration Approach
• Convert data to vendor neutral format
• Longer term
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Current State at Janssen

Risk-based approach using a mixture of the 3 scenarios in 
preservation planning

1. Save data in documented xml format, if possible

2. Keep data in production environment as long as possible

3. At system decommissioning:

– Migrate to new system, or

– Archive to read-only environment and build SQL queries or 
reports

4. Print to paper/pdf (not all meta data)

– Last option if other scenarios fail
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Changed Imperatives

• Continued evolution to outsource GLP studies, with intention 
to outsource all GLP studies in 2017.

– Not generating new GLP data anymore in house.

– What with legacy GLP electronic data?

– What with GLP e-data generated at CRO’s?

• New challenges à new strategy

– Move away from the museum approach

– Invest in emulation and migration approach
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AnIML Case Study - Goals

• Sciex Archival Early Access Program on Analyst data

• Archival:

– Compliant long-term data retention in regulated environments

– Strong traceability and completeness of record

– Tamper resistance

• Integration:

– Ability to consume data with 3rd party data systems (LIMS, ELN) 
in a compliant manner

8



AnIML Case Study - Status

• Seahorse Scientific Workbench package

• Built-in functionality:

– Data converter WIFF-to-AnIML

– Data converter Result Table-to-AnIML

– AnIML viewer

– AnIML export capability

• Java web application: cloud-based solution is possible

• Interactive conversion (drag and drop)

• Analyst and Seahorse needs to be installed on same machine
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AnIML Case Study - Migration
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AnIML Case Study - Comparison
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Analyst AnIML



AnIML Case Study – Result table
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Long-term Strategy – Revisited

• The AnIML case study will enable Janssen to tackle the 
problem of the legacy GLP data generated with Analyst 
software

• Move away from the current Museum Approach to a 
Migration Approach

• Analyst data will be saved in a non-proprietary format

• Next steps:

– Qualify the Seahorse Scientific Workbench

– Convert all Analyst data to AnIML (batch job)
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Conclusion

• Good preservation planning is a combination of

– Ensuring backwards compatibility à Museum Approach

– Emulating software (frozen in time) à Emulation Approach

– Converting to xml like formats à Migration Approach

• The Sciex - AnIML collaboration looks very promising

– Enables conversion of Analyst data to a documented xml format

– Assures long-term readability

– Also reprocessing data and integration with other systems will be 
possible
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Thank You

• Marc De Meulder, Janssen

• Victor Iassinskii, Sciex

• Burkhard Schaeffer, BSSN
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