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Needs

=) Ability to generate accurate and complete copies
r A of electronic records in human readable form

AL throughout the records retention period

record retention period

Easily find data, BI, summaries, reports, ...
Exchange data with peers and CRQO’s




Data Stages

Data Creator

Wo.rking Locked Preserved
Files Files Files
Operational Records Archiving
System Management System
System
Stage 1: Stage 2: Stage 3:
Creation and free use Controlled use Active preservation
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Preservation Planning: 3 approaches

}h’ Museum Approach

CAYTS
e Short term

Migration Approach

e Convert data to vendor neutral format
e Longer term




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




Changed Imperatives

e 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?

e New challenges - new strategy

— Move away from the museum approach

- Invest in emulation and migration approach




AnIML Case Study - Goals

e Sciex Archival Early Access Program on Analyst data

e Archival:

— Compliant long-term data retention in regulated environments
— Strong traceability and completeness of record

— Tamper resistance

e Integration:

— Ability to consume data with 3 party data systems (LIMS, ELN)
in @ compliant manner




AnIML Case Study - Status

e Seahorse Scientific Workbench package

e Built-in functionality:
— Data converter WIFF-to-AnIML
— Data converter Result Table-to-AnIML
— AnIML viewer

— AnIML export capability
e Java web application: cloud-based solution is possible
e Interactive conversion (drag and drop)

e Analyst and Seahorse needs to be installed on same machine




AnIML Case Study - Migration

é C:\Users\DVBEDAF1\Desktop\animl\resultstable with chrom and audit trail.animl - Windows Internet Explorer [ [@][=]

# C:\Users\DVBEDAFI\Desktop\animl\resultstable with chrom and audit trail.animl [ 4] x l b B8ing £ -

x @ Convert v ) Select
¢ Favorites | 55 @ Citrix XenApp - Logon O WebEx Enterprise Site g | SUMMIT "l TruVault Portal & Symyx ELN Portal &) LOWT 2015 g | Home - TSSC Global @ QlikView - AccessPoint

(@ C:\Users\DVBEDAF1\Desktop\animl\resultstable ... [ v [Z] @ v Pagev Safety~v Toolsv @~
- T Cateygury =
</Result>
</ExperimentStep>
- <ExperimentStep experimentStepID="2" name="STD 1 - minoxidol (Standard)"> =
- <TagSet>
<Tag name="Seahorse: X" value="280" />
<Tag name="Seahorse: Y" value="110" />
</TagSet=>
<Infrastructure>
- <SampleReferenceSet>
<SampleReference sampleID="s1" role="Test Sample" samplePurpose="consumed" />
</SampleReferenceSet>
</Infrastructure>
<Result name="Chromatography"=>
- <SeriesSet length="290" name="Chromatography">
- <Series dependency="independent" plotScale="linear" seriesType="Float64" name="Minutes":>
- <IndividualValueSet>
<D>0.0</D>
<D>1.6666666666666667E-5</D>
<D>0.010366666666666666</D>
<D>0.0207</D>
<D>0.031033333333333333</D>
<D>0.04136666666666667 </D>
<D>0.0517</D>
<D>0.062033333333333336</D>
<D>0.07236666666666666</D>
<D>0.0827</D>
<D>0.09303333333333333</D>
<D>0.10336666666666666 </D>
<D>0.1137</D>
<D>0.12403333333333333</D>
<D>0.13436666666666666 </D>
<D>0.14471666666666666</D>
<D>0.15505</D>
<D>0.16538333333333333</D>
<D>0.17571666666666666 </D>
<D>0.18605</D>
<D>0.19638333333333333</D>
<D>0.20671666666666666 </D>
<D>0.21705</D>
<D>0.22738333333333333</D>
<D>0.23771666666666666</D>
<D>0.24805</D>
<D>0.25838333333333335</D>
<D>0.2687333333333333</D>
<D>0.2790666666666667 </D>
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AnIML Case Study - Comparison
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AnIML Case Study - Result table

File Edit Window Help
e G -2 2 B I

Open Repository BPM Save | Import Techniques Report Device ‘ About

. resultstable with chrom and audit trail.animl

= 4 {
g Samples “ ) © =4 Name: Results Table v O x
[=)-e{ Experiments

: R Resfs Tabe |

STD 1 - minoxidol (Standard) ic-— Method
Peak Table for STD 1 id=3 SampleName Analyteld Q1Mass Q3Mass WiffFil IdaMassTol e AnalyteCalcConcentration AnalyteName RT Samples
STD 1 - tolbutamide (Standard) :'t:ng . int32 floats4 floats4 string floats4 string thring ) f)bat@‘ Orign
pendent (y)  dependent (y) dependent(y) dependent(y) dependent(y) dependent (y) dependent (y) p (y) p
Peak Table for SD 1 19=6 | lljieyp 4 210.200012...| 164.187896... |C: \Analyst Da... 3.22 minoxidol S
:::kl_r'a'b':ef::";f;a;dj;d) ¢ STD 1 271.299987...| 91.1464309...|C: \Analyst Da... 3.29 tolbutamide e
STD 1 - minoxidol (Standard) ic STD 1 609.399963...| 195.038894... |C:\Analyst Da... 2.74 reserpine
Peak Table for STD 1 id=12 STD 1 210.200012...| 164.187896...|C:\Analyst Da... 3.20 minoxidol
STD 1 - tolbutamide (Standard) STD 1 271.299987...[91.1464309...|C:\Analyst Da... 2.86 tolbutamide
Peak Table for STD 1 id=15 STD 1 609,399963...| 195.038894... /C:\Analyst Da... 2.54 reserpine
STD 1 - reserpine (Standard) ic STD 2 210.200012...| 164.187896...|C:\Analyst Da... 4.92 minoxidol
peak Table for STD 1 id=18 STD 2 271.299987...( 91.1464309... C:\Analyst Da... 4.79 tolbutamide
STD 2 - minoxidol (Standard) ic STD 2 609.399963...| 195.038894...|C: \Analyst Da... 4.37 reserpine
Peak Table for STD 2 id=21 STD 2 210.200012...| 164.187896.../C:\Analyst Da... 4.24 minoxidol
STD 2 - tolbutamide (Standard) J U
Peak Table for STD 2 id=24
STD 2 - reserpine (Standard) ic
Peak Table for STD 2 id=27
STD 2 - minoxidol (Standard) ic
Peak Table for STD 2 id=30
STD 2 - tolbutamide (Standard)
Peak Table for STD 2 id=33 DateTime: 09--01--2015 22:00:57
STD 2 - reserpine (Standard) ic
Peak Table for STD 2 id=36
STD 3 - minoxidol (Standard) ic Reason:
Peak Table for STD 3 id=32 A new results table was created.
[ |
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Audit Trail

Entry
UserName: swds-xp-d17\user

Change Type: Results Table

N/A
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Long-term Strategy — Revisited

e The AnIML case study will enable Janssen to tackle the

problem of the legacy GLP data generated with Analyst
software

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

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

e Next steps:

— Qualify the Seahorse Scientific Workbench
— Convert all Analyst data to AnIML (batch job)




Conclusion

e Good preservation planning is a combination of

— Ensuring backwards compatibility -  Museum Approach
— Emulating software (frozen in time) -  Emulation Approach
— Converting to xml like formats - Migration Approach

e 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




Thank You

e Marc De Meulder, Janssen
e Victor Iassinskii, Sciex

e Burkhard Schaeffer, BSSN




