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Innovation Results delivered in 2023Use cases

Transforming RWE generation from bespoke 
studies taking months to a systematic 
process taking days, while enabling 
transparent reproducibility and ensuring 
scientific best practices in causal inference 
and machine learning

Current focus:
• Safety signal detection and evaluation
• Enhanced surveillance

Future opportunities:
• Comparative effectiveness
• Disease interception

• 23 Requests
• Impact on regulatory decision making

• Indication
• Target
• Outcome
• Comparator
• Time-at-risk

Standardized evidence

• Characterization
• Disease natural history
• Treatment utilization
• Outcome Incidence
• Time-to-event

• Population-level estimation
• Comparative cohort
• Self-controlled case 

series
• Patient-level prediction

JNJ/Epi standardized data network (OMOP CDM)

ASSURE: Active Safety Surveillance Using Real-world Evidence

Standardizing regulatory-grade real-world evidence generation
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Where does ASSURE fit into the life of a safety signal?
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Safety Signal Detection and Management Function

Identifying signals and 
priority

• Early awareness of signals enables preparation and validation of input specifications

• Standardization enables evidence generation within a short timeline

Standardized 
inputs

Standardized 
analytics

Standardized 
databases

Standardized 
results
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ASSURE Analyses: Inputs and Outputs
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Execution engine

Results 
& study 

diagnostics
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Characterization
- Treatment pathways (T in I)
- Temporal characterization (I, T, O in S)
- Incidence (O in T/I, in S)
- Prevalence (O, T in I, in S)
- Treatment utilization (T, in S)Cohort Generation

- Indication I
- Treatment T
- Subgroup S
- Outcome O

Population-Level Estimation
- Absolute effects (O in T1) 
- Comparative effects (O in T1vT2)
- Designs:  CM, SCCS, SCC
- Use case:  Identification, Estimation

Patient-level Prediction
- Baseline risk
- Attributable risk

Interactive exploratory 
interface
- Characterization
- Estimation

- Identification
- Estimation

- Prediction

Self-contained static 
standardized reporting
- Specs doc
- Study report
- Supplemental materials

Phenotype library

ATLAS/CIRCE Cohort 
Design interface

Analysis parameter 
selection interface

- Clinical descriptions
- Cohort definitions

- Diagnostics
- Measurement error 

estimates

Specifications
- Cohorts

-  Parameters
- Databases

• 164 Janssen products
• 935 alternate treatments
• 39 treatment indications
• 45 outcome events
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1.Treatment/Comparator/Indication/Outcome
• Comparator Selection Tool

2.Phenotype Development
• Disease Advisory Board

3.Analytic Design and Implementation 
• Negative Control Selection
• Time at Risk Selection

4.Result Interpretation
• Shiny Dashboard

5.Documentation and Communication 
• Standardized Output

A Day in the 
Life of the 
ASSURE Team
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Give me a “T”; Give me a “C”; Give me an “I”; Give me an “O” 
What’s that spell… “Strategus!”


