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From OC to SDTM - automated ETL

Project initiation / introduction

= Project participants:

= Major large-size pharmaceutical company
= Project goals:

= End-to-end, standards-driven initiative

= Develop a data-model and process
framework to transform data from Oracle
Clinical (OC) to SDTM in an automated way

= Scheduled overnight for multiple, selectable
studies
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From OC to SDTM - automated ETL

Project characteristics

Standards-driven:
= Areas (global, study)
= Study Structure

Metadata-driven
= Data Models (OC, SDTM)

Framework
= OC load
= SDTM conversion

Parameterized
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From OC to SDTM - automated ETL

Prerequisites (1)

= Global / Standards areas: & G ookl
= Data Models / Metadata ﬂ%
= Programs g
= Utilities / Frameworks %d
= Study area @’@.ﬁg
+ Standard TA-DRUG-STUDY structure &
= Standard STUDY-DATA structure s dioning
= Development / Production area %,ﬁ
b g dev
" B o

© Entimo AG | Stralauer Platz 33-34 | 10243 Berlin | www.entimo.com - confidential - 10-Jun-2015 5



From OC to SDTM - automated ETL

Prerequisites (2)

- Data Models:

Eﬂ data_models

: OC COIIeCtion - Metadata g:gsocii?ollection
« SDTM - Metadata gt

58 v3.13

= Codelists - & dev
e ey o =2 metadata
= StUdy Deflnltlon @ cfrczidmodlist

=-EE codelist

" Configuration ----- [8 cfdsdrop

..... cfdsdrop_before_excep

" Mappings ----- E8 cfdslabels

----- cfdsnames

= Utilities / Programs:

----- cflabresmeta

----- B cfpermvars
= OC Load b

----- cfpermvars_ba_excep
----- cfpermvars_ald

= Utility programs for SDTM conversio 5 chpthanf

----- cfpthenf_jan2015

[ ] Fra meWO rk : ----- cfredmodiist

----- cfredmodlist_b_excep

« SDTM conversion  ~ chrelrec

----- cfstohychy
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From OC to SDTM - automated ETL

Overview of Process — Framework (1)

= High Level Process (Main Framework):

g
Load OC data }7
\\
Convert OC to l
SDTM J
Check converted
SDTM
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From OC to SDTM - automated ETL

Overview of Process — Framework (2)

\ 2 v
)
Load OC Convert OC Check conv.
data to SDTM SDTM
( ) [ ] ( Check SDTM )
Map OC to ] SDTM Post- Study .
Get OC data - data (against
L ) [ SDTM Processing Workaround metadata)

Check OC

data (against
\__metadata) J
Restructure
OC data (if
\__necessary) J
Promote OC
data to
\__production

DM I se | sv ] Restructure
SDTM data (if
RELREC \__necessary) J

Promote SDTM
data to

\__production J

TA [ TE[ 11 [ TS| TV ]

cm | ex | su | xc | xp |
XR

AE [ cE | bs [ MH | vH ]
YO

DA | Ec [ 1 [ 1B [ mB
PE QS main Supp QS
Rs [ R [ Tu | vs |

ZA ZC ZD ZF ZG
ZI ZL ZR VAS) VAY

FAAE FACM
FAEX FAXR
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From OC to SDTM - automated ETL

Overview of Process — Framework (3)

= Sub-Framework ‘Load OC":

[ Load OC data ]

[ Get OC data

Check OC data Restructure OC
(against metadata) data (if necessary)

Promote OC data
to production
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From OC to SDTM - automated ETL

Overview of Process — Framework (4)

= Sub-Framework ‘Convert OC to SDTM’:

[ Convert OC to ]

SDTM

[ Map OC to SDTM

Processmg

]
]

[ Study Workaround

© Entimo AG | Strala Platz 33-34 | 10243 Berlin | w ntimo.com - confidential - 10-Jun-2015 10



From OC to SDTM - automated ETL

Overview of Process — Framework (5)

= Sub-Framework ‘Convert OC to SDTM’:

[ Map OC to SDTM ]

© Entimo AG | Stralauer Platz 33-34 | 10243 Berlin | www.entimo.com - confidential - 10-Jun-2015 11



From OC to SDTM - automated ETL

Overview of Process — Framework (6)

= Sub-Framework ‘Trial Design’:

T
e e W

[~ H = ]
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From OC to SDTM - automated ETL

Overview of Process — Framework (7)

= Sub-Framework ‘Intervention’:

e
e He e

e M e
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From OC to SDTM - automated ETL

Overview of Process — Framework (8)

= Sub-Framework ‘Check converted SDTM’:

Check converted
SDTM

Check SDTM data Restructure SDTM
(against metadata) data (if necessary)

A 4

Promote SDTM
data to production
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From OC to SDTM - automated ETL

Parameterization Samples (1)

= General Parameters
= Study Path (e.g. TA/DRUG/STUDYNO)

= Study-specific trigger Load OC data
= Refresh Data from OC

ssssssssssssssssssssssssssss
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From OC to SDTM - automated ETL

Parameterization Samples (2)

= Additional Parameters for ‘Load OC data’
= Remote Import Path
= OC Data Area (e.g. collection)
= OC Metadata Path (e.g s

eeeeeeeeeeeeeeeeeeeeeee
oooooooo

oooooooo
uuuuuuuuuuuuuuuuuuuuuuuu

uuuuuuuuuuuuuuuu
eeeeeeeeeeeeeeeeeeeeeeeeeee
oooooooo

adaptPgmName trus  false Sting  NO_QUOTES

NNNNNNNNN
subTaskhame trus  false Sting  NO_QUOTES
ttttttttttttttttttttttttttttttt
runAdaptedPams trus  false Sting  NO_QUOTES
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From OC to SDTM - automated ETL

Parameterization Samples (3)

= Additional Parameters for 'Convert OC to
SDTM’

Path to SDTM config location (e.g standards
/data models/config/v3. 1. 3/dev/codeI|st

related to in out type

studyDefTaskMams bru False  Sring NG _QUOTES
trug false  String NO_QUOTES
ata Area (e.q. S l e e —
&;‘M lappingEiaty athwalue trug false  String NO_QUOTES
studyPath bru False  Shring NG _QUOTES
sdtmTransf Confloc t false MNO_QUQTES
Fal String o OTE
etadata Pa e.g-T;
t NO Q OTES
st dyD FMdSearchPathialue bru False  Shring NG _QUOTES
_ trug false  String NO_QUOTES
ata/blinded/sdtm/metadai ta SomIn i
Py, true  false  String HO_QUOTES
q et DakaFramyie bru slse  String NG _QUOTES
MappingBatchboxPathvalue trug NO_QUOTES

t] ’ [{ls)

= Path to framework ‘Map 6€ to SD M’ e
S £ I Sk WO U
checkOCData Fru False String WO _QUOTES
TA/DRUG/STUDY/collectié# / d ev/ batcﬁh“ox/

andType String NG _QUOTES
sdtmMdSearchPathvalue Erus String WNO_QUOTES
rr] adarnDatadreahanm: Fru String WNO_QUOTES
S u y S Ca ocMdSearchPathyalue true False String WNO_QUOTES
— — — importPgms true  false  String NO_QUOTES
adaptPgmMame true  false  String NG _QUOTES
loadRand true  false  String NO_QUOTES
subTaskhame true  false  String NG _QUOTES
diPgmPath true  false  String NO_QUOTES
runAdaptedrams true  false  String NG _QUOTES
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Discussion

Metrics (1) - Load OC

= OC datasets found

= Metadata check
= successful | failed | irrelevant

= Structuring of datasets
= successful | failed

= Promote to production (Checkin)
= successful | failed | irrelevant
= no metadata linked
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Discussion

Metrics (2) — SDTM conversion

= Per Map

Existence of source datasets (check)

Existence of source variable in source
datasets (check)

Structural correctness of input datasets
(check)

Number of obervations in source datasets
Actual existing variables in source
Missing optional variables in source
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Discussion

Developed best practices

= Data Model
= Supports broad range of study flavors

= Framework
= Enables study specific definition

= Superset / Subset of Metadata
= Superset on standards level
= Subset on study level

= Parameterization
= Ensures flexibility
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Discussion

Challenges

= Maintainance
= No. of programs / framework

= Complexity
= No. of parameter
= Handling of (study) exceptions
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Conclusion

= Full Automation from OC to SDTM
= achieved

= Flexibility
= achieved

= Areas for improvement / optimization
= 0hgoing
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