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What we’ll cover in the next 20 minutes

An introduction to IBM’s Clinical Reference Library
(CRL) - its scope and capabilities

A brief demo of some key components of CRL

Discuss how CRL’s capabilities in metadata and
standards management can be leveraged in R&D
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IBM Clinical Reference Library (CRL) product headlines...

= Full workflow and reporting
capabilities

» The ability to bulk load, maintain
and link standards

— SDTM
— CDASH
Clinical Reference Library _ In house
CDash ODM Global TA — and others...

Standard Standard CRL provides for the definition of
both standards and studies

= CRL makes metadata available

CRL delivers automated, integrated, end-to-end for consumption by other systems
standards adoption and metadata management to - EDC
unlock your clinical data - ODM

— Clinical Data Warehouse

— and others...

» CRL provides a platform to
quickly drive standards adoption

© 2012 IBM Corporation



CRL logical view

[
]
ly

. _ Study definition
Configurations or standard
Groups of variables and related info that comprise
a standard or a study definition

Collects
Grou OISJ observations

. Domain structure:
Observation Type BEVCRS (V[ (8] (=] provides data
A subset of an R structure
Observation Concept

Representation |
Variable details used by Observation Type / Data y Code List
Structure
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Machine Readable Support for multiple field/variable and code

definitions — enabling automated data transformation

ate

N

™
N
N

Study 1
Heart Rate | HRTRT Char3
Unit HRTRTU Char10
Study 2
Heart Rate | HR Num3
Unit HRU Char10 Sitting
Date HRDT Date / Supine
Pos HRPOS Num?2 Standing
Study 3..... and beyond
Heart Rate | HRT Char3 Sitting Sitting
Unit HRTU Char10 Supine | Supine
Date HRTDT Date Standing | Standing
e AL Charg Chest | Chest
Pos HRTPOS Char20 _ Back | Back
Loc HRTLOC Char20 Arm A
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Demo I=x:

rw Clinical Reference Library - Mozilla Firefox: IBM Edition
File Edit Wiew History Bookmarks Tools  Help

(i Clinical Reference Library | + |

€ {71 9.122.166.37:9080/CRL_IBM_w5{Flexfindex, html# v

Mast visited P Getting Started | | IBM

E Practitioner Portal || M @ Find Content || [1] h Find Expertise | |@ Bookmark This!

Clinical Reference Library i

Change Registration Authority » Log Out »

Home Manage Library Configurations Administration Search Selected Request 000000 Admin Task
Clinical Refd Cbservations Content Structure Cantent Standards bt tool
The Clinical Refe, » Data Element Concept Structure » Data Structures P Groups | ata and make the contents available to other systems that transform data or start new clinical studies,
» Ohb ti Struct b Identifi

Your Change | serv.a ions Structure entifiers More Applications
e » Code List ¥ Transposed Structures

Request Creat » cade List Code ¥ WORKFLOWY

07 Oct 2012 A79984 Height Field ¥ RERORTS

» EDC
07 Oct 2012 AS0730 SF36 Total Score
000000 Admin Task

‘Tasks returned: 3 Refresh

Search the Clinical Reference Library
[Configuratinns |'| [ALL |';| | Contains lv| Enter Keyword m
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How CRL supports the transformation of data

Load standard A ——
Load standard B... —
Specify study structure 1 ——

Load study structure 2 — CRL
Load study structure 3... ———p

Clinical standards
& metadata

CRL environment // \ Metadata management

Data warehouse
-SAS DD
- LSH

Load metadata Merged,
staging tables transformed
data to std A
(e.g. SDTM)

Observational
Data Store

A single CRL
driven validated

A single CRL
driven validated

Merged,
programme to programme to transformed
load ODS " extract data into data to std B

Enrichment capability: ~ any standard (e.g. for
= Variable renaming defined in CRL s::;'lzgf;'
= Change of codelist

values
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Standards and metadata management: core requirements

PharmaCo 3 End—to—er}d
standards and s#pplqrt. 0] |
metadata Protocol the clinica

trial process

governance Design

Data

Acquisition
CDISC

SHARE,
including
CDASH and
SDTM v e s oot Data

Analysis

Flexible, extensible
1 and compatible with
various and
emerging standards

Submission,
Approval v

Supports study analysis

Data = Export data from ALL studies into a
single target data structure

» Perform cross study analysis and data
mining, including merging with public
data

Transformation,
Pooling

Management of
multiple information

standard definitions.
Vital while industry and
company standards
continue to evolve.

Automation of
transpositions and
transformations.
Many companies have
large archives and
numerous data pools
inherited from mergers. $5-
10M/year can be spent in
manual transformation of
information in offshore
‘data conversion factories’.

Analytics, semantics
and beyond.

The clear and
unambiguous (computer
readable) definition of your
information is essential to
derive information, gain
insight and make key
business decisions.
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The benefits of better clinical metadata management

Manage Leverage Manage Leverage Semantic
Standards Standards Standards and | Standards and | representation
Metadata Metadata of Metadata
Provide Drive Manage Use metadata Enablement
governance standardisation standards to drive within a RDF/
and control across the but also the standardisation semantic
clinical metadata for of data - environment to
development clinical data regardless provide better
process that does not how it was understanding of
adhere to collected meanings and
standards relationships

Increasing benefit and value
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The benefits of more efficient data integration

100

CURRENT MODEL © Statisticians spend
their time doing
statistics and not data
searching, integration,
manipulation and

Analyse conforming.

Integrate D and Report Data

% oftotal effort

Decision @ Information is made
"""" ‘ available to a wider
Time audience in clinical
development enabling
the evaluation of more
hypotheses.

8

OPTIMAL MODEL

@ Cost of doing business
is significantly
reduced.

Analyse
and Report Data

% oftotal effort

Integrate Data Decision

@ Increased value

through increased
effort spent on analysis
Time and report writing.

*.....'l....'l....

Time Saving
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Questions
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