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Abstract: 

The evolving landscape of big data in healthcare is impacting 
pharmaceutical companies across multiple facets from research and 
development, to commercialization, to customer engagement.  Of the 
man forms and facets of data bro ght abo t b this Real Worldmany forms and facets of data brought about by this, Real World 
Clinical Data is particularly poised for increasing usage. With the 
generation of Real World Data burgeoning across both the public and 
private sector comes the ability to shape the discussion onprivate sector comes the ability to shape the discussion on 
pharmaceutical products’ benefits and risks by stakeholders throughout 
the healthcare system. Pharmaceuticals and life science companies 
will need to shift away from a clinical trials-focused mindset towill need to shift away from a clinical trials focused mindset to 
effectively function and communicate in this new environment.  
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Agenda

• Big Data in Pharmaceuticals

• What is Health Care Real World Data?

• What is Pfizer Doing in Real World Data?
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BIG DATA (including Real World Data)
ill t fwill transform:

• Research & Developmentp
• Precision Medicine

• Commercialization
• Market segmentation and targeting
• Adherence / Compliance

• Dynamics of relationships among patients, 
providers, payers, and developers of new 
therapeuticstherapeutics

• Patient centered research & development
• Social networking and increasing access to public data sources

Pfizer Confidential – Do Not Distribute



Genomic
ImagingImaging

EMR Unstructured Notes 

Sensors and 
Health 

Monitoring 
Devices

Current focus

Claims, Laboratory
EMR, PHR

Surveys: Health Risk Su eys ea t s
Assessments, Health Status 

Assessments
Pt Reported Outcomes

Revealed Pt Behaviors and 
Preferences (ex Purchasing

Adapted from: Zikopoulos PC, Eaton C, deRoos D, Deutsch T, 
Lapis G. Understanding Big Data. New York: McGraw Hill; 2012
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What is Real World Data?

Real World Data is healthcare data used for decision making that is not 
collected in conventional randomized controlled trials (RCTs)

Sources of Real World Data:

Databases • Cross-sectional and longitudinal databases which essentially provide retrospective data but 
increasingly offer the opportunity to have prospective add-ins.

S • Primarily for epidemiological information

Focus for TodaySources of Real World Data:

Surveys • Primarily for epidemiological information. 

EMRs • Used to reflect particular insights in patient management. 

Cohort 
studies

• What most people would understand by real life studies. 

Pragmatic 
clinical trials

• Simple experimental trials, where efforts are however made to mimic a real life situation as much 
as possible.

• “Using Real World Data for Coverage and Payment Decisions: The ISPOR Real World Data Task Force Report ” Value in

Registries • Analyzing all patients treated at a particular center for a particular condition on a continuous 
basis.
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• Using Real-World Data for Coverage and Payment Decisions: The ISPOR Real-World Data Task Force Report,  Value in 
Health, Volume 10, November 5, 2007.

• Annemans, L., Aristides, M., Kubin, M. “Real-Life Data: A Growing Need,” ISPOR Connections 2007.



Why is this considered critical for pharmaceuticals?
• Increasing use of real-world evidence in decision makingIncreasing use of real world evidence in decision making

– Shifting emphasis from Efficacy  (performance in clinical trials) to Effectiveness (benefit vs harm 
in a real-life setting)

– Enhanced role in post-marketing safety surveillance  Comparative Effectiveness, Value-based 
purchasing Risk-sharing contracts

• Growing universe of developers of real-world Evidence

Federal agencies

Private orgs

Academic centers

FDA

ManufacturerPatients

State/regional initiatives

Private payers

PCORI
Health IT providersState/regional initiatives

Integrated delivery systems
Professional societies

p
Providers

Measure developers
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A Glimpse of the FutureA Glimpse of the Future
J Med Info Assoc          

March 6, 2013

Unreported Side Effects of Drugs Are 

“Using data drawn from queries entered into 
Google Microsoft and Yahoo search

Found Using Internet Search Data, 
Study Finds:

Google, Microsoft and Yahoo search 
engines, scientists at Microsoft, Stanford 
and Columbia University have for the first 
time been able to detect evidence of 
unreported prescription drug side effects 
before they were found by the Food and 
Drug Administration’s warning system.”
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What is Pfizer Doing?
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What is Pfizer doing? 
RWDnA Platform Objectives and Value driversj

Competitive advantage drivers

Value drivers

1

2 Applications of LE Methods to portfolio

Best understanding of value of EMR data

• Create competitive 
d t f Pfi

Vision

Efficiency drivers

3 Strategic Partners (Humana, ESI, Humedica)advantage for Pfizer 
in RWDnA

4

5

6

Central RWDnA licensing

St d d d b t ti

RWDnA DataMart• Achieve enterprise-
wide efficiency in the 
acquisition and use 
of RWDnA 6

Learning and Culture drivers

Standards and best practicesof RWDnA
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RWDnA Steering Committee

Analytics and Policy Fora



RWDnA DataMart

Comprehensive resource of Real World Data (patient longitudinal information and cross-sectional 
patient surveys) accessible by any Pfizer team for clinical research or commercial analysis

• US: Normalized database of EMR data from 150 US providers

• US: Database of EMR data from GE Centricity customers

EM
R

• US: UnitedHealth database of administrative claims data

• UK: THIN database of NHS primary care centers

N
.

• US: UnitedHealth database of administrative, claims data

• US: Formerly Thomson MarketScan administrative, claims data

• US: Administrative claims data from over 2 000 hospitalsIM
S,

 A
D

M
IN

• US: Administrative, claims data from over 2,000 hospitals

C
LA

I

• US: IMS subsidiary provider-level written Rx 
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• US & EU-5: Multi-year patient cross-sectional health survey



Payer Alliances led by RWDnA

• Open Dialogue: Ongoing, transparent and timely discussion with payer 
decision makers on research needs 

• Joint Planning: Input from decision makers regarding study questions and• Joint Planning: Input from decision makers regarding study questions and 
study design details to more effectively address their specific evidence needs

• Use of Research Findings: Commitment by Pfizer to share study results per 
agreed to protocol/analytic plan for use by payer in their planning and decision 
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Example Uses of Real-World Data in 
Pharmaceuticals

• Disease progression simulations

• Burden of disease or illness (clinical and economic)
MAx / HEOR 

• Cohort analysis of comparative treatment effectiveness

• Budget impact assessment

• Baseline AE rate for class of treatment

• Proactively monitor AE for new product
Safety Strategy

• Analysis of clinical factors of payer population for pricing

• Physician messaging given population clinical profile
Commercial

• Analysis of clinical trial endpoints

• Assessment of patient in /exclusion criteria
WRD
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• Assessment of patient in-/exclusion criteria
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