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Why Real World Evidence?
The Burden of Chronic Disease: A Noticeable Gap in Care in Key 

Areas

Why Real World Evidence?

An Intensifying 
Problem

A Growing Issue A Costly Situation

By 2030, chronic
diseases will affect

half of all Americans2

75% of total 
healthcare costs go 

toward treating

5% of the
population makes up 

half of US half of all Americans toward treating 
chronic disease3

half of US 
healthcare costs1

1 http://facts.kff.org/chart.aspx?ch=1344
2 http://www.fightchronicdisease.org/sites/default/files/docs/GrowingCrisisofChronicDiseaseintheUSfactsheet_81009.pdf
3 http://www.kaiseredu.org/Issue‐Modules/US‐Health‐Care‐Costs/Background‐Brief.aspx



Innovative Payment Models are Increasing in 
Prevalence

FeeFee for Servicefor Service Managed CareManaged Care
• Emerging US payment models are 
seeking to align provider and payer 

Prevalence

g g p p y
interests

• Models with a degree of shared risk 
continue to evolve, across the care 

icontinuum:
- Pay‐for‐Performance
- Hospital‐Physician Bundling
- Episodic Bundling
- Shared‐Savings Models 
(ACO, PCMH)

• In order to be successful, healthcare 
i i ill d dentities will need new systems and 

capabilities
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Shifting from Process to Outcomes Measures

OutcomesOutcomes
S ithi th l i h lth tS ithi th l i h lth tSuccess within the evolving healthcare system Success within the evolving healthcare system 

requires shifting focus from Activities to Outcomesrequires shifting focus from Activities to Outcomes

InsightInsight
Understanding outcomes requires Insight at the Understanding outcomes requires Insight at the 
patient level (quality and care) and of total costpatient level (quality and care) and of total costp (q y )p (q y )

Gaps and Best PracticesGaps and Best PracticesGaps and Best PracticesGaps and Best Practices
Insight allows an understanding of Gaps and Best Insight allows an understanding of Gaps and Best 

Practices in quality, care, and costPractices in quality, care, and cost



Improve Outcomes with a 360° View of the Patient

OTC 
Utilization

HRA
Data

EHR DataClaims
Data

Lab

Claims
Data

Pharmacy 
Data

Lab 
Results 

Data 

Eligibility
Data

Cost of 
Care 

Delivery 
Pharmacy 

Data

Understanding of 
One‐Dimensional Issues

Understanding of 
Multi-Dimensional Issues

Data y
Data 

• Co‐morbid conditions
• Prescription drugs
• Health plan costs
• Indications of adherence

• Risk profile including behavior and family history
• Interventions tried
• Formulary  details
• OTC medications usage
• More information to inform therapy decisions



Real World Evidence: Potential Application

Through innovative and advanced analytical deliverables 
developed using claims and electronic health record datadeveloped using claims and electronic health record data, 
RWE would help support:
•Patients: Identifying unmet medical needs, improving quality, 
outcomes and coordination of patient centered careoutcomes, and coordination of patient centered care
•IDNs / Hospitals: Improving quality of care and outcomes 
while providing insights into cost containment 
•Payers: Analysis of new payment models, risk and 
outcomes-based contracts
•Pharma / Biotech: Market analysis to support product innovationPharma / Biotech: Market analysis to support product innovation 
for development of reimbursable products and to demonstrate the 
value of our medicines in improving health outcomes and total cost 
of care



RWE Support Across the Product Life Cycle

Natural history of disease

Unmet medical needUnmet medical need

Treatment pathways
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Safety including Post Authorization Safety and Efficacy Studies (PASS/PAES) 

Clinical protocol feasibility

Characteristics of target population

Drug utilization and 
effectiveness



Root of the Evidence Gap

Little to No 
Evidence 

from RCTs

Off-label Indications / 
Populations

Conceptualization FDA Approval

UtilizationEvidence
Clinical TrialsClinical Trials

Use for approved indication 

Post‐Marketing Studies

but variances in population 
characteristics from those 

studied in RCTs
Little to No 
Evidence 

from RCTs

Differing age groups – i.e., elderly

Unstudied co-morbid conditions

Differing concomitant medications

Race, ethnicity, gender variances

Varying severity of disease
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Varying levels of compliance – i.e. < 80%



Integration of Key Clinical Data

•Incorporation of 
chart-based elements 

Vital Signs

including:
- Vitals
- Physical findings

Physical Exam Results

- Immunizations
- Social Functioning
- Family history- Family history
- Prescribed medications 
(including OTC)

- Test results

Immunizations

Test results
- Other 

Social Functioning



Key to Insight Generation
Persisting Longitudinal Patient Record (LPR) at the Database LevelPersisting Longitudinal Patient Record (LPR) at the Database Level

Incorporation of vital signs
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Key to Insight Generation
Persisting Longitudinal Patient Record (LPR) at the Database Level
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Clinical Enrichment
Valid Quality of Care MeasurementQ y

*Note: ~1500 member population.  Select enrichment measures only 
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Electronic Healthcare Data Proliferation
Value is Unlocked with Integration

E h D t S
The greater the 

Value is Unlocked with Integration

Health Plan Claims

Each Data Source 
Contributes Unique 

Information
Health Plan Claims provides

overlap, the higher, 
deeper the insight 

Inpatient 
Chart 

Patient 
Reported 

a broad view, insight into cost
of care & information such as 

actual fill (Rx) history

Outpatient Chart Information 
provides rich clinical information 

and such endpoints as prescribedInformation
p

Information and such endpoints as prescribed 
medications, lab and test results, 

OTC advice and reported use, 
family history

Inpatient Chart Information 
provides rich clinical information

Outpatient Chart 
Information 

p
on procedures, conditions treated, 
medication use, lab and test results  
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A Necessary Connection

Research
&&

Analytics

Relevant
Policy

Relevant 
Information 

at POC

Aligned 
Payment 

Model

Care
Management
Programs
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Key Learnings to Date

Stakeholder alignment is key

Many are not yet ready from a technological perspective

T t b t ti h t b t bli h dTrust between parties has to be established

Understanding of data complexity and ability to integrate data is 
essential

Development and implementation costs can be highDevelopment and implementation costs can be high

The results can be transformational for health 
and healthcareand healthcare
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Risks of Big Data in RWEg

• Addressing issues of semantic interoperability and disparate 
ontologies and nomenclaturesontologies and nomenclatures

• Statistical significance needs to correlate with clinical and economic 
significanceg

• HIPAA compliance becomes more complicated; especially in rare 
diseases

• State specific regulatory framework

• Awareness of data limitations and inapparent confounders

• Most reporting software has not been designed to integrate detailed 
clinical information



RWE Support Across the Product Life Cycle

Natural history of disease

Unmet medical needUnmet medical need

Treatment pathways
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Safety including Post Authorization Safety and Efficacy Studies (PASS/PAES) 

Clinical protocol feasibility

Characteristics of target population

Drug utilization and 
effectiveness


