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Shifting the Paradigm (and Price) on 
Integrated Evidence Generation
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Educational Objectives

This session will provide a learning opportunity for our 
audience by:

• Explaining the role of integrated evidence generation across the product lifecycle

• Identifying approaches to reducing study burden for providers and participants

• Describing ‘active’ and ‘passive’ data collection

• Delineating how automated collection of EMR data and extensive linkage to other data 
sources can enrich data breadth and completeness

• Exploring how evidence can better reach the bedside
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Integrated Evidence Generation
▪ Simplifying a complex landscape

Study Burden and Automation 
▪ Opportunities in evidence generation

Leveraging “passive” data collection through EMRs and linked data
▪ Using technologies for generating reusable, flexible and continuous evidence 
▪ Reducing burden, bias, and cost
▪ Filling data gaps 
▪ Regulatory considerations

Accelerating Evidence to the Bedside

5 Q & A
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Evidence Needs in the Product Life Cycle

Preclinical Clinical Development
Phase I                             Phase II                             Phase III

Clinical Development Services

Healthcare Delivery

Real World Evidence Generation 

Regulatory 
Submission

Is it viable?

Efficacy, Toxicity, 
PK/PD

Is it safe?

Establishing strategic direction and 
early proof of concept

O
BJ

EC
TI

VE
S

Is it effective?

Planning and scaling to prove safety and 
efficacy

Is it profitable? 

Reduce time to peak sales and 
speed formulary acceptance by 

demonstrating value

Phase IIIb/IV
Discovery

How does it work in 
the real world?

Timeframe of a therapeutic agent through clinical testing to FDA approval is ~12 years, with costs estimated from $1 billion to $1.8 billion. 

Evidence for Investors, Internal Stakeholders, 
Regulators, Providers, Payers, Patients
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Use Cases for Real World Evidence

Disease Burden Disease 
Mechanism

Trial Feasibility, 
Protocol Planning 
and Recruitment

Regulatory Safety

Adherence Effectiveness Sub-types Utilization

Value-based 
Contracting and 

Personalized 
Medicine
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Integrated Real-World Evidence Generation

Integrated evidence generation 
(IEG) is a framework for 
generating evidence to support 
decision-making in healthcare.

• Involves the integration of multiple 
sources of real-world data (RWD), 
to provide a more comprehensive 
and accurate view of the 
effectiveness, safety, and value of 
healthcare interventions.

• Fit for purpose means that the 
data used and analyses generated 
meet the evidentiary standard for 
the particular use case. 

Existing 
Real-World data

New Real-World data 
(protocol driven) +/- 

ancillary data or 
registry data

For: Regulatory 
submission

For: Non-regulatory 
purposes

Protocol/
SAP
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What does integrated evidence generation mean to you?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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Burden in Clinical Research

• Administrative hurdles including 
contracts, IRBs, audits, etc.

• Often multiple systems used

• Need to maintain and pay 
research staff to manage 
burden

• Challenges in identifying 
eligible patients without 
significant effort

• Time required to identify, recruit, 
enter and review data

• Reduced number of patients that 
can be seen during clinic (and 
income)

• Frustrating duplication of efforts if 
not integrated with EMR

• Time commitment; in office 
and home

• Extra assessments;  if doesn’t 
match SOC

• Extra visit; waiting, parking

• May also burden caregivers

CliniciansPatients Sites
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Why is burden relevant to trial or study success?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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We need to change the research paradigm

Traditional methods deliver the 
same results and limitations

Automation changes 
everything

● Linear, rigid design
● Costly and long delays to insights
● Selection bias and lack of diversity
● Extensive use of manual processes that are 

burdensome for HCPs and patients
● Gaps in data

● Flexible, reusable design
● Continuous stream of RWD 
● Accelerate study timelines and drastically reduce costs
● Easily recruit high volumes of patients and minimize 

burden to sites and patients
● Increase patient diversity and reduce bias
● Linked data with the ability to adapt and expand
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Automation = less burden on practices & study participants
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Leveraging the EMR

EMR Connections
• Connected centers, patient-consented access
• Normalization, harmonization and enrichment

EMR & Systems 
of Record 

Study 
Databases 

Data Processing Platform

Processing EMR data from raw form to a common data model for a study
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From Gliklich RE, Dreyer NA, Leavy M: 
Registries for Evaluating Patient Outcomes: A 
User’s Guide. 4th Edition. Agency for Healthcare 
Research and Quality. September 2020.

Data Sources & Data Standards
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How do you view the role of automation (and ready access to 
EMR data) in trials, studies and registries?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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Unstructured Data

Derive structured information from unstructured data in a validated and reliable manner.

16

Apply machine 
learning and MLP Valid and reliable 

data points

Unstructured Data Structured Data
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Key information is in the Clinical Note 

Feeling great on Benlysta SQ weekly x 4m. Remains 
on PLQ 400mg/d and prednisone 5mg/d. Only lupus 
complaint is mild fatigue at end of day. 

Associated symptoms include arthralgias, 
pleuritic pain, Raynauds phenomenon, rash and 
serositis.  Pertinent negatives include dizziness, 
fatigue, GI symptoms, muscle weakness, 
pericarditis, retinitis, unexplained fever and 
unexplained weight loss.  Additional information: f/u 
SLE -- good days and bad - leg weakness/vertigo

17

She was only able to take 1/2 a tab of plaquenil due 
to diarrhea. She has had a few episodes of blurry 
vision, but it is far. We agreed f/u in 6 months but she 
will call if it worsens.

Her plaquenil dose was cut to 200 mg daily after an 
abnormal eye exam but the f/u exam showed slight 
improvement.

Disease severity, flaring and variable symptom presentation
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Linkage to other data sources

Clinical

Labs

Death
Drugs & 
Devices

Procedures

Social Determinants of 
Health

Consumer

PRO Medical & 
Pharmacy Claims

Providers
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How important is unstructured data or linkage to other data 
sources to increase evidence value?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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RWE guidance and achievements

21st Century 
cures act FDA*

Framework for Real 
World Evidence FDA

*Note: Timeline is not all-inclusive

FDA publishes 4 draft 
guidances on how it will 
consider real-world data 
(RWD) in regulatory 
decision-making, from the 
use of EHRs and 
registries to RWD in 
non-interventional studies

The FDA have issued draft 
guidance on leveraging 
ECAs, such as use data 
from registries and EHR, 
in lieu of data from RCTs to 
demonstrate the safety and 
effectiveness of new drugs 
and biologics

1 in 2 NDAs included 
an RWE study to 
support safety and/or 
effectiveness

25 FDA approvals 
with an RWE study

2016 2018 2022 20232019 20212020

Coming Soon: FDA 
draft guidance on 
diversity in clinical 
trials

The Cures Act enhances our ability to modernize clinical trial designs, 
including the use of RWE, and clinical outcome assessments, which will 
speed the development and review of novel medical products

FDA publishes examples of 
RWE used in medical device 
regulatory decisions here

4th Edition of ‘Registries 
for Evaluating Patient 
Outcomes’ published (by 
Nancy Dreyer and 
Richard E. Gliklich)

FDA discusses how PRO data 
can be used throughout the 
total product life cycle of 
medical devices

https://www.fda.gov/media/146258/download
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Has the FDA been clear enough on what it will accept for new 
indications or post-marketing commitments?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1



Medical Affairs Professional Society (MAPS) | 2023

Automation, Scale and Cost: Phase III and IV

Total Cost Per Participant Total Cost Per Participant
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How important is it to optimize ROI with study design so that we can 
generate more representative evidence?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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Studies show there is an estimated 17-year lag in the incorporation 
of evidence into routine clinical care

• Simply generating evidence is slow to close the gap between evidence and 

current care

• Integrated evidence aims to shift this lag through both faster and more complete 

evidence that is applicable to a broader range of patients

• Faster paths from evidence to practice will benefit more patients sooner
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Osteoarthritis

OM1® JOINT INSIGHTS™

Using evidence for personalized treatment planning
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Identify and characterize patients who have a rare 
lysosomal storage disease but are undiagnosed.

Finding rare disease patients for treatment

Rare Lysosomal 
Storage Disease

Predictive Model AUC: 0.82
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Should we use RWD to bring evidence into the clinic faster?

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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Q&A

Joris Van Dam
VP, Clinical Trials Innovation

Exact Sciences

Sonja Wustrack
Managing Director, Integrated 

Evidence Generation, OM1
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