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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
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Life Sciences is picking up too...
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Lessons learned from implementing SCM DI

« User Adoption is priority 1, 2 and 3
— Familiar and easy to use tools
— Be there with your users every step of the way

 lterative & Agile approach is a must
— Start small
— Collect successes, present achievements
— Drive adoption across the enterprise - scale up

« Address Change Management Proactively
— Process changes

— Opportunities to improve current processes; challenge “business
as usual” where necessary

Complexity kills — Simplicity succeeds!

DIA www.diahome.org 5



What you need to succeed with enterprise

SCM
1. Familiar authoring interface; Microsoft Word
IS the norm

2. A mechanism for handling and evolving
iInformation structure

3. A strong Collaboration and Content
Management (CMS) platform

DIA www.diahome.org



What is SCM?
Structured, well described information model

Modularized or topic based to promote reuse

— Different types of reuse
Facilitate output to multiple audiences and formats

CCDS (CCSI)
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The problem is no longer the tools

The problems is how the users
interface with the tools,
and how we govern the content
at the enterprise level

DIA www.diahome.org 10
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DITA XML is an open
source standard
governed by OASIS

The good news; you are using XML already!

Office Open XML
(OOXML) is an I1SO
standard (1ISO 29500)
used for e.g. Word,
Excel...
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So, what do we need? B DIns

www.diahome.org

Enabling content reuse in a
user friendly and easy to
understand way are
essential for all “users”
involved and we all
embrace and understand
the concept of the TOC

“Users” want to author in
_ Microsoft Word — and
— nothing else. There is
significant resistance to
learning XML and using
specialist tools

Microsoft

Structure Word

(ditamap)

“Users” will need familiar
interface, collaborative and
content management
capabilities such as

Collaboration
Platform

Users need governance and
understandable procedures to
work in a modern world.

That job requi'res change: metadata, version history,
The Enterprise Content conditional publishing,
Architect” workflows...

DIA www.diahome.org 15
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Content in CCDS
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Formulation Appearance

Clopidogrel hydrogen sulfate is available as either pink, round, biconvesx, film coated tablets debossed
with “75" on one side’? and “1171" on the other, or pink, oblong, debossed film-coated tablets with
300" on one side and "1332" on the other. Clopidogrel hydrogen sulfate 75 mg for oral administration
contains 97,875 mg of clopidogrel hydrogen sulfate which isthe maolar equivalent of 75 mg of

clopidogrel base.®* Clopidogrel hydrogen sulfate 300 mz for oral administration contains 391.5 mg of

clopidogrel hydrogen sulfate which is the molar equivalent of 300 mg of clopidogrel based

124 [CMC Summ) IND'34 663, 5M 170115
2325 (DM IMD 34683, SN AT0 222
3325 (DPMIND 34883, SN AT02122
4321 (DPIND 34 883; BN AT02H0
53 ) ule A i
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Content Reuse in Other Documents 23011 3
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More Brands, Dosages, Revisions.. “;ii
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The Solution
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Insert Tag ﬂ

—Select Type of Tag tolnsert: |

. Apply SCM PrinCipIeS ¥ SharePoint Term Store Tag
o TOpiC Reuse = Presentation =
it F v
— Substitution Reuse T it

- 14 tablets
-[¥ 25 tablets
141 - 30 tablets
— Conditional Reuse
- 4x1tablets
- 50 x1tablets
- = -7 7 tablets
* Write Once, Publish
] -7 90 tahlets
- Product MM
=7 Product Trade Name
M an . Clopidogrel Zentiva
y -7 Lscover
- Plaviz
=8 strength
u
-¥ 300 mg
- masml
l- 50 ma
- 75 mg

4]

QK Cancel

T Terms have been selected,
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Tagging
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Use Variables

— Trade Names, Dosages,
Formulation, etc.

« Tag other content for each
condition or scenario

: Trade Mame £ 75 mg
Trade Najne is available as either pink] round, biconvesz, film coated tablets debossed with “757
on one side’? and “11717 on the other| or pink, oblong, debossed film-coated tablets with 3007
on one side and “13327 on the other. Trade IMame 75 mg for oral administration contains

97 ETI: 300 mg Hlopidogrel hydrogen sulfate which is the molar equivalent of 75 mg of clopidogrel
base 3t Trade Mame 300 mg for oral administrati-::-h contains 321 5 mg of clopidegrel hydrogen
sulfate which is the molar equivalent of 300 mg of clopidogrel base.?

DIA www.diahome.org

Select tagged content to display:

=[] strength
- M5 mg
I . [#] 300 mg
=2 D Content Scope
----- [#] cDE Reference

Tags in the selected content:

Add Newr Tag

75 mg
CiCD5 Reference
300 mg
CiCD5 Reference

21




Publish for Each Scenario
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Formulation Appearance

Clopidogrel hydrogen sulfate is available as either pink, round, biconvesx, film coated tablets debossed

with "75" on one sidel? and "1171" on the other, or pink, oblong, debossed film-coated tablets with

"300" on one side and "1332" on the other. Clopidogrel hydrogen sulfate 75 mg for oral administration

contains 97,875 mg of clopidogrel hydrogen sulfate which isthe molar equivalent of 75 mg of v CCDS

clopidogrel base.?* Clopidogrel hydrogen sulfate 300 mg for aral administration contains 391.5 mg of PlaVD( 75mg USPI
clopidogrel hydrogen sulfate which is the maolar equivalent of 300 mg of clopidogrel base® v PI .
avix 300mg USPI

See local dossier for packaging Information. v lSCO\/er 75mg
v Iscover 300mg
v’ Zentiva 75mg

Clopidogrel Zentiva75 mg

Clopidogrel Zentivais available as_pink, round, biconvesx, film coated tablets debossed with "75" onone
side and "1171" onthe other. Trade Name 75 mgfor oral administration contains 97.875 mg of
clopidogrel hydrogen sulfate which is the molar equivalent of 75 mg of clopidogrel baze

See local daossier for nackaging information.

See loeq! dassier for packaging information.

T2 (CMC Surara) IND 34,663, SM1T0 115
2323 (DP) IND34BE3; SN0 2722

DIA www.diahome.org 22



« Structure Content Authoring techniques

Reduce duplication of content
Reduce non-value add activities
Reduce cycle times

mprove quality and efficiency

* Challenges and other Considerations
— Parallel or Concurrent Submissions
— Translations
— Lineage Reporting

DIA
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Questions?
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