CDISC GS User Group Meeting

ot/ B- ¥4
cpisc J

y r
‘r v’ v 4
F i L

14 February 2017

~ Boehringer
Iml Ingelheim



Basic Version - Community Tool

Interactive version
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PFinnacle 21 Community
File View Help

21 COMMUNITY

Where would you like to begin?

“alidataor Define.xml Generator Data Converter
Check compliance with Create compliant Convert data betweean SAS
SOTM, SEND, ADaM, and Define.xml 2.0 for SDTM, XPORT, Excel, CSV, and
Define xm SEND, and ADaM Dataset- XML
datasets

M Recent Updates

&  Looking for a different version of CDISC Controlled Terminology? Download it here.

&  Pinnacle 21 Community 2.2.0 is now available. Download now.

B Pinnacle 21 Community 2.1.3 is now available. Download now.
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ClinicalTrials.gov Miner

Aggregate clinical
outcomes and site info
across trials and
therapeutic areas
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SAS Macro

EINCLUDE M. it e e e e e e e e e e e \gmlOpenCDISC.sas"

T GMLOPENCDISC (
/* optionally the following parameters can be used */

/* otherwise always the latest wversion will be used¥*/
/* VERSION = 2.2[.0%/
/¥ , CT = w
/¥ , STANDARD = SDTM */
/¥ , CONFIG = *
) :
A | B | C | D i = G H |

Pinnacle 21 Validator Report

Configuration: D \apps\OpenCDISClpinnacle21-community_2 2 0\componentsiconfighSDTM 3.2 xmil
Define xml: Mot prowided

Generated: 2017-02-01T01:44:35

CDISC CT Version: 2016-06-24

Software Version: 2.1.2

Processed Sources
Domain Label Class Source Records Errors Warnings Notices

M [Z'rataset_E;ufnr.n-a-rv " Issue summary Details Rules .~ ¥J ) . 4]

CDISC GS UG Aachen, 2016-03-15 3



Enterprise - Main Features 1 ||T|| Boehringer

Ingelheim

Validate SODTM, SEND, ADaM, and Define.xmil v v
Metadata driven and configurable v v
Data composition and quality reports v
FDA Data Fitness assessment scorecards __,
Manage issues throughout the study lifecycle v
Communicate and collaborate with partners v
Monitor data quality improvement over time
Track changes across validations .
Customize specs for SDTM+ or sponsor formats v
Design rules for projects, studies, and partners v

Create Define.xml 2.0 for SDTM, SEND and ADaM v W
Convert Define.xml 1.0 files into Define.xml 2.0 v v
Extract metadata from SAS datasets v

Extract origin page numbers from annotated CRFs

Merge metadata from external specifications o
Generate Define.pdf i
Validate Define xml content in real-time "
Compare content with standards and other studies -x
Track changes between versions v

Deployment Options
Automated software and rule updates v "
Central configuration and management v
Sandbox environment for training and testing
Increased scalability
Software license
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« Data Validation per FDA and PMDA requirements incl.

 Issue Tracking and Management:
Add comments, keep through the validation runs, see improvement

e Change History

e Scorecards:
Data Quality and Fitness towards FDA/PMDA standard analysis
methods

e Support of SDTM, SEND, ADaM, Define.xml and company
standards

e Define.xml creation

* Reviewer's Guide creation: based on Phuse template

CDISC GS UG Aachen, 2016-03-15 5



Enterprise - Issue Tracking and Management

-~

Boehringer
Ingelheim

ALL701: SDTM

Dashboard  Analysis Support Datssets Issues  History | Mo Reports Comparison

A Search Crangs Type ~

2 Export Repo

&Pt [WCopy [ Cownioac

DV SDi07E Model permissible variable added into standard domain
PC SON117 Duplicate records

PC SD0005 Duplcale vadue for PCSEQ variablo

PC 80108 Irvaiid datases name for spliil domain

PC SD2239 Inconsstant valua for PCTPT

SUPPAE S02006 Unexpected § ledDRA coding in the SUPPOUAL domain
SUPPMH S02006 Unexpected MVDRA coding in the SUPPQLUAL domain

SUPPPC SDO0BS SUPPQUAL duplicate records

XD CT200: DOMAIN value not found in “SOTM Domain Abbresdiation’ axtangible codadat
XD sonr Duplicate records

XD SO1124 Missing vadus for XDREASND, when XDSTAT & ‘NOT DOME

Resolved (101 lssuss)

AE sD1141 No Treatmant Emergent info for Adverse Evant

AE sSonam Duplicate USUBJIDV--DECODV--STDTC recond

AE NULL valus in AEDECOD variable marked as Requined

AE AE start date ia after the lales! Disposition date
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IACLE™ ENTERPRISE

L] S’ Aage: g free

MPO0001: SDTM 2 Oxpon Fapert

Dasnbosrs  Analysm Support  Dotesets ioaon = Hslory Mo Roports

o Duts Favess Soomcard B ey Matrics B Suersiecs & Dictcnaes

[ v SOTM Compllarcs Eraran Linesd

—:-F s 138 SOTM-IG 332
Corirpiimd Terriroiogy e Disoraon L]
ey e — B 2B e Oute MedDRA 17.1, SOTM-CT 2015-06-28,
36 o oy Corformarcs CRS-CT 2015-08-28
==
Ei 164493

§
g

o |
|
5

I!’ e 1ot S N T

¥

240 Issues

5
¥

1.7% hsun Fate Avaiysin Bogpont "5 3 L 4 it

B Severe lewen B bvpactes Anatywn
oy Cimmmar - - hemtyas
Definecnl  Msang reguired FleDE) value for TOME 5] JRevew AE incident Percontages Tabile with Vertatim Tenm
Define xmnd  Masng required “Tronainted Text’ value =] Jfeview AE inciderd Percortages Table with Vertalim Term with S0OC Seiection
D SDTR Plecpsimnd varinbile SEX not fowund ol JPeview AE Incickort Fales try Arm
Dot NULL value in SITEXD variable marked ss Required [ JReview AE S0C incidont Percantages by Amm
Errex Defirexnd  bvwahd Mandatory valus B JAsvew Bassirs i Man Scatter Pliots
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R .'c LI u-c T 'é- = ", __¢_ P # iy 3 t

41 570 570 235
41 81 345,552 3,258

SOTM v3.1.3 General Data QuaMy 3
Laboratory Findings Analysis (6 Profies)

41 a7 345,549 3,258

;;-J L : : - i 3 3 2 ?Eﬂ, y '/
U ¥ 3 Law Patnt -+ -'] 3 2 784 e
JReview Hy Piots 1 3 2 784 392

gt - —— i 3 2 784 92

17,993

=
A 3 7 17283 29
Overall Survival Analysis (! Profies)
Overall Survival Ana yErs Pare E
Standards Compliance (@ Proties)
SOTM v3.1.3 Compiance =77 41 185 17599 408
=1
~ 90

SDTM Controlled Ter 41 30 208,465 10,166

&Y L) p q = i I ala T
SUTM v3.1.2 Compiance

Subject Disposition Analysis (1 Profies)

Disposition Analysis Pane %

.

41 165 66,485

H G680 0 B8 O8808 QHHG
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Enterprise version: helps you prepare for a submission, not just looking
through a list of issues.

Scorecard used to determine if your Data is ‘fit for use’,

eg. will your data support the FDA efficacy and safety review: SDTM
compliance (Community version) is just one of the levers of an overall
data scorecard.

Data fitness is an important FDA initiative.

Enterprise is an holistic approach to data quality and assures your data
is fit for submission and helps to ensure rapid FDA review time.
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Pinnacle 21 provides the system as Saa$S hosted in the US

For a productive usage following options could be used:
-On premise installation (expensive)
-Saa$ solution hosted in European/German data centers
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