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Goals

• Flexibilityy
– Easy configuration for new products, co-development/co-promotion 

partners, new service providers (e.g., CRO’s, Contract Labs)

C ll b ti• Collaboration
– Content models across the full spectrum of R&D documentation
– “Standard” functionality for enabling collaboration

• Interoperability
– Easy interchange of documents for internal and external systems

• Simplicity
– Easy “long lasting” training

Consistent User Interface and function across companies
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– Consistent User Interface and function across companies



THE DOMAIN-BASED MODEL
DIA DRM SIAC EDM Reference Model Working Group

THE DOMAIN BASED MODEL
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Functional Area Content Domains
EDM Reference Model organized the content 6 major business domainsg j

Labeling

CMCClinicalClinical

Document Common 
Metadata 
h dAdministrative

Nonclinical

Pharma-
covigilance

shared across 
all domains
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• Goals

Common Attributes - Shared Across Documents

– Include ONLY attributes applied to every document
– Technology neutral, address “business value” of metadata
– Consider needs of content “Provider” and “Consumer” roles
– Build on broad-based standards for metadata and terminology

Attribute Category Sample of Attributes

Product Names Compound Number, Generic, Trade (Proprietary), Chemical 
Name,  ATC Code

Content Owners Author, Business Owner, Contributor, Component, Document 
TitleTitle

Document Management Creation Date, Creator, Language, Modified Date, Status, 
Version

Records Management Archive Location, Record Code, Originating Company
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Market Submission Country, Region



Challenge:Challenge:
Document Granularity Changes Metadata

• Content Providers
More granular documents become 
“topic based”, with each fragment 
written by a subject matter expert

Problem:Problem:Problem:Problem:
Metadata for topics based content Metadata for topics based content 
fragments is determined by the fragments is determined by the 
subject matter of the fragment, subject matter of the fragment, 
rather than the documentrather than the document

• Content Consumers

Opportunity:Opportunity:Opportunity:Opportunity:
“Topic based” metadata makes it “Topic based” metadata makes it 
easier to find product informationeasier to find product information
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Challenge:Challenge:
Metadata for Content “Providers” and “Consumers”

• Content Providers
• Document Managers
• Medical Writers
• Scientists

P blP blProblem:Problem:
Tight timelines limit opportunity to Tight timelines limit opportunity to 
provide rich metadataprovide rich metadata

• Content Consumers
• Scientists
• Physicians

R l t• Regulatory

Problem:Problem:
Thin metadata limits opportunity to Thin metadata limits opportunity to 
find documentsfind documents
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find documentsfind documents



Challenge:Challenge:
Metadata Evolves Through Stages of a Product’s Lifecycle

• Portfolio Management• Portfolio Management
• As a product’s “target profile“ 

matures, document metadata 
evolves, i.e., indications, dosage 
form, …

R hR h• Research
• Align and /or enrich metadata for 

products acquired to fill the 
pipeline

M f t

• Research

M f t• Manufacture
• Increasing number of 

Formulations, Specifications, 
Recipes as a product matures

Cli i l T i l

• Manufacture

Cli i l T i l• Clinical Trials
• Studies for product combinations
• Metadata for Phase IV 

versus Phase I, II and III
• Market

• Clinical Trials

• Market
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Market
• Managing the product dossier for 

Medical Information

Market


