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The views and opinions expressed in the following PowerPoint slides are
those of the individual presenter and should not be attributed to Drug
Information Association, Inc. (“DIA”"), its directors, officers, employees,
volunteers, members, chapters, councils, Special Interest Area
Communities or affiliates, or any organization with which the presenter is
employed or affiliated.

These PowerPoint slides are the intellectual property of the individual
presenter and are protected under the copyright laws of the United States of
America and other countries. Used by permission. All rights reserved. Drug
Information Association, DIA and DIA logo are registered trademarks or
trademarks of Drug Information Association Inc. All other trademarks are
the property of their respective owners.
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Overview

 Current Situation

* The efficient, integrated clinical trial
system

« Establishing a taxonomy

* The importance of documents as process
drivers

¢ C
* O

Drug Informa

Inical Process Mapping

perational knowledge through KPIs

tion Association www.diahome.org 3



Current situation

« Many companies have implemented EDMS over
the years

 These EDMS systems have traditionally
mimicked file shares for document management

 There Is an emergence of a new breed of EDMS
which focuses more on collaboration and
automation through metadata

 Emergence of new document management
models

« EDMS is ripe for exploiting documents and
metadata to drive processes
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The new challenge

 Technology is now avalilable to integrate
document management with process
management

* We need to think of documents as process
drivers

* The effective use of metadata can help us make
more informed decisions

 We need to apply standards to facilitate this
decision making

 Anew construct is emerging which enables us
to combine people, processes and platforms
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The efficient, integrated clinical trial system

Bl

BPM Process Engine (Process Maps)
Interface / Collaboration Tools / Content Management Store
Transport t

People

Processes

Platforms
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Importance of establishing a Taxonomy

Definition:

‘tax-on-0-my (tk-sn-m)n. pl. tax-on-o-mies
1. The classification of organisms in an
ordered system that indicates natural
relationships.

2. The science, laws, or principles of
classification; systematics.

3. Division into ordered groups or
categories

Source: The Free Dictionary
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How standards can help

* Industry standards can provide a
foundation on which to build a taxonomy

« Standards allow us to describe artifacts
In the same way across systems and
processes

 The more we adhere to standards the
easler It becomes to interoperate

« Standards empower process automation
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Existing Standards / Models for Inspiration

 DIA EDM Reference Model
 DIA TMF Reference Model
* ICHM2—-eCTD

* ICH E2 - E2B(M)

 CDISC Standards



What can we do with a taxonomy?

« Centralize terms and classification across systems to
facilitate integration and improve standardization

* Implement document and information management
systems

« Automate processes through use of metadata and
classification

 ldentify documents/records
« Manage records lifecycle and retention

« Search for and view information based on predefined
classification

« Generate metrics and KPIs



Application of Taxonomy within the context of eTMF @DI"
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Example of use of eTMF with Taxonomy
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Importance of documents as process drivers

o All activities in clinical trials tend to be
documented in one form or another

 Different operations on documents can
be recorded as metadata

 Document status / lifecycle is an
Important indicator of process
advancement

* Document metadata can be used to make
decisions and to drive workflows

Drug Information Association www.diahome.org 13



Clinical Trial Map
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Documents,
Forms and
Metadata

Metrics and
Milestones

Process Flows Roles and
and SOPs Organizations

Drug Information Association www.diahome.org 14



Case Study: CT Map - Why a CT Map?

 To define, standardize and optimize CT
operations (reduce time to market, reduce cost,
Improve quality, etc.)

 |dentify and exploit deliverables and metadata
that drive processes

* Create automated workflows from the CT map

* EXxploit operational data produced from
deliverables and workflow to better control
processes

« Create operational intelligence and knowledge
through standard metrics and KPIs to drive
continuous improvement



CT Map Development Strategy

1. Identify all processes from the highest
evel and then drill down

2. ldentify relationships and dependencies
petween processes

3. ldentify milestones and metrics as
processes are defined

4. ldentify document deliverables that are
required for the different processes

5. ldentify metadata which is used to drive
process and generate metrics




CT Map Development Strategy

9.

ldentify roles who are responsible for
process steps

Map CT Map to BPM system to automate

Develop and deploy automated workflows
and online forms in EDMS / BPMS

Create KPIs / Dashboards / Scorecards

10.Improve processes and update map



CT Map use Example

Example: Authorization to Ship Drug
« Part of the Site Initiation process

* Is very dependent on document
deliverables and status

* High volume process which involves
multiple individuals and many documents

« Example uses documents, milestones,
forms and workflow
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Example : Site Initiation
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Example : IMP Shipment Authorization (Site
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Sub-Process Breakdown
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IMP Authorization Process Dependencies
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IMP Authorization Sub-Process
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IMP Shipment Authorization Workflow @DI" "
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IMP Authorization Form

Example of an online form
where document deliverables,
metadata and workflow process
status can be used to establish
If a site is authorized to receive
drug.

Authorization to ship Investigational Products

mMonNnTrluwm

Status: Authorized

1. Investigator Information

Product Mumber:

Product-103

Protocol Mumber:

Study-103

Site Number:

105

Investigator Name:

Arthur Poch

Investigator Shipping Address:

3217 Mabel

Investigator Shipping Contact
Telephone Mumber:

318-525-3233

2. Clinical Operations Au

thorization:

Site Status

Selected ~ |Date: [1/15/2010 [EH
Debarment Check Final Filed ~ |Date: (2/1/2010  [EH
Clinical Trial Agreement{CTA) Final Filed ~ |Date: [2/16/2010 [EH

Print Mame:

Tewvin Pathareddy

Clinical Ops Approval 7 |Date: |2_.f24_.f2[]1[] =]
3. Regulator Affairs Authorization:

Form FDA 1572 Final Filed ~ |Patez| 332010 =)
Investigator CV Final Filed - |Date:| 37372010 =
Investigator Medical License Final Filed - |Date:| 3/7/2010 =
Financial Disclosure for Pl and | giqal Filed - |Date:] 37372010 [E=)
Sub-Investigator o
Signature Page of most Recent | £iqal Filed - |Patez| 3111/2010  [E=)
version of Protocal T

IRB Approval Letter Final Filed ~ |Patez| 3/31/2010 [
Most recent version of Protocol | 5 pmitted - |Date:| 4s2/2010 =)
submitted to FDA T

Print Name: John Smith

Regulatory Affairs Approval il |Date: |4_.f5_.f2[]1[] =]

*This form must be completed prior to shipment

Parent Document |MTM-50P-
o122

Shipment of Investigational Product(s) to clinical investigators

Form Mumber Revision
MTM-S0P-012-FA 0o

Effective Date

Page Mumber

MAR 28 2009 1 of1
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Overall Average @ s L o17 O 7 S @ 17 A s L2 @13 @ s 0 8% 30%



Best Practices

« Take a Step by Step approach to process
automation

* Try and use existing internal taxonomies and
Industry standards

« Align to SOPs and QS

« Try and identify metadata that is required to
generate KPIs and metrics in advance

 |dentify collaborative technology which will
allow you to automate easily

* Leverage Bl to build in continuous
Improvement
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Conclusion

 Documents drive processes and can
generate significant intelligence

 Mapping documents to processes and
automating these processes using BPM
tools can generate significant benefits

» Adopting industry standards faclilitates
this process and also enables cross
organizational interaction
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THANK YOU

Paul Fenton, Montrium inc.
pfenton@montrium.com
514-223-9153 Ext.206
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