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Disclaimer

The opinions expressed in this presentation and on the
following slides are solely those of the presenters and not
necessarily those of Novartis.

Novartis does not guarantee the accuracy or reliability of
the information provided herein.
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The data integration paradigm
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Introducing the
Data Integration Factory
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The Data Integration Factory
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DIF Principles

Data Integration Factory = end to end framework
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The Data Integration Factory
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DIF Functionalities 1/5
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DIF Functionalities 2/5
Metadata manager (user front)

e U, http://147.167.180.36:3000/mm P ~ & |l !, Metadata Manager
/Metadata Manager\ Uy NOVARTIS Data Request Manager Administration - N
User Interface Search Entries New Entry Import CSV Settings
Enable user to
select the Protocol Name:
trial/domain of (Fetched from the Metadata Manager)
interest
Study x Q
\
Protocol Domain Standard Source Data Action
Study x DM SDTMM  /vob/C  Project A/ Study x  /derived_data/a_cmd.sas7bdat +
cM SDTM Ivob/¢  Project A/ Studyy  tidata_a/a_bcl.sas7bdat +
Study y ==
Central
Repository Study y VS NOVDDR /vob/¢  Project A/ Studyy  ydata_ala_spisas7bdat +
Store/Load directives Study z DM SDTMP Ivob/C  Project A/ Study z t/data_s/phk.sas7bdat +
i) hOW. to eXtra,Ct Study x AE ADAM Ivob/C  Project A/ Study  T/sourcedata/aev.sas7bdat +
each trial/domain x
Study z CM SDTM lvob/¢  Project A/ Studyz  tdata_a/a_cmd.sas7bdat +
v
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DIF Functionalities 3/5
Customer front

Activities New Settings
DR-2CNXVBH4
Pharmac Bt st s oanca 1- Activity information
ometrics /
/ o analysis Activity Title =
INTERFACE TO sts- 2- Operational information
CUSTOMERS Note
Regular utDemeyDser = 3- Analysis selection
Safety Final Delivery Date * =
update
(PSU R) Studies *
Mapping the DIF B Team
Output dataset and Role Name Start/end Date Comment Action
documentation to . Efficacy .
the customer explorat
requirements ory B Template
analysis TPL_MODELING_DATASET TPL_GENERALIZED_DATASET
\ j = =
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Name
| | | .
DIF Functionalities 4/5 811 ot e ot
\®| dif_template_ae_sdtmm.sas

T h e c o re \®| dif_template_cm_novdd.sas

\®| dif_template_cm_sdtmm.sas

\®| dif_template_dm_novdd.sas

/ \®| dif_template_dm_sdtm.sas
DIF

. Domain : . Decod
Analysis e Retrieve data Subset Mapping ec?/a?.num
felipialo= iy Templates -

/ \/_

4 3 Temporary Generic Structure

Imputations &

derivations

Data

Integration
Engine /* Run DIF #*/
3dif main(
‘__' metadataFile=/vob/CMNSGEN/PMXPA/util/dif dev/ examples/ExampleOl/mt92395 md.csv,
outDir= /vob/CMNSGEN/PMXPA/util/dif dev/ examples/ExampleOl,
Deliverable filePrefix= mt92395
Metadata )
o J

N\ TYPE; STANDARD; PROTOCOL; DOMAIN; SOURCEDATA; SUBSET; VARIABLES

DATA;NOVDD; Study_x;DM;/vob/Project A/Study x/report/data_ s/dmg.sas7bdat;;
DATA;NOVDD;Study_x;EX; PRE ;;

DATA;NOVDD;Study x;LB; PRE ;PARNAMIC in ('HGB' 'ABSLYM'):;

DATA; SDIMM; study_y;DM;/vob/Project A/Study y/report/data_s/dm.sasTbdat;:;
DATA; SDIMM; study_ y:;EX;/vob/Project A/Study y/report/data_s/zg.sasTbdat;:;

DATA;SDTMM; study v:;LB;/vob/Project A/Study v/report/data s/lb.sas7bdat;LPARM in ('HGB' 'LYM'):
i — _ — —
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DIF Functionalities 5/5
Deliverables

/* Star

tlet dif_

Dataset

Source code

Diagnostics
Validation
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Specifications
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Unique Study Identifier Parameter name @ Start date (numeric)  Start time (numeric) Parameter value Parameter unit Day part Count
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/ DIF Deliverable: /* S=tup DIF en

ronment */

/1L ITOIINCL

start= %s,sfdﬁc(datet-xe(])

$include '/vob/CMNSGEN/PMXPA/util/dif/system/dif setup.sas';
Import metadata */
$dif import rretadata(_.. ile=/vob/CINC280X/pool/pool 003/report/pgm a/inc aepool L Rl md.csv, order=
Overall summary of numerical variables
/* Set us
x 'cleart
N NMiss  Min | P25  Median P75 Max
/* Ratrie Age Study Identifier
3dif extr
S;:Z: Study_x 60 23.00 36.00 4250 4850 65.00
domai Study y 4380 0 0 0 0 0
& Visit Report Number Study Identifier
Study_x 60 1.00 1.00 1.00 1.00 1.00
Study_y 480 1.00 1.00 1.00 1.00 1.00

Study_x/Patient_1
Study_x/Patient_1
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Lab 1
Lab 1

Subjects with several records by USUBJID, PARAM, SDAT_N, STIM_N, VALUE, UNIT, DAYPART

2012-10-29 12:00:00 1 mL
2012-11-26 11:05:00 1 mL
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Status

DIF Status

e Approaching 1st Release

Promising first experiences

«e0n pharmacometric analysis (popPK data
composed of demog, PK, lab, vital signs,
exposure)

«e0n adverse events target reporting in few
different compounds for exploratory and
potential safety update
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Benefits of the
Data Integration Factory
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Thank you!

Acknowledgements

*sNovartis Pharmacometrics Programming team et al

Questions & Open discussion

-« Any different challenges for clinical data integration?
««Any different approaches / programming solutions ?
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