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Support CDER in continually 
improving the drug evaluation and 
review processes across the drug 
lifecycle through innovation, 
supporting the submission and use of 
high quality data, and providing 
access to high-end analytical tools
and training.
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Transforming 
the 

Regulatory 
Review 
Process

eStudy Guidance 
and Technical 
Conformance 
Guide

Electronic 
Standardized 
Study Data

Janus Clinical 
Trials Repository

Improved Access to Study Data to Support 
Regulatory Decision-Making



Data

Data
Data

Standardized Data

Repositories for
Electronic Data

Analytic Tools

Intersection of data, tools and technology

Data Warehouse

Data Marts
Reviewer
DecisionsData

Validation

Computational Science Center (CSC) Reviewer Services
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Analytic 
Tools

Customer 
Support

High Quality 
Data High quality data is 

the key to enabling 
regulatory reviewers

to fully utilize
the Computational 

Science Center’s tools 
and services

to support decision 
makingTraining

Analytic 
Services
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The Clinical Trials Repository 
brings it all together:

Data Integration
Exploration

Analysis

Rigorous 
Testing Training Go Live

Integrate 
with 

Jumpstart
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Support for: Analysis, 
Data Prep, Training

Analysis
Tools

Standard 
Analysis 

Panels

Search
Download 

Technology

Interaction with Sponsor 
(Phase 1, 2, 3)

CDER runs data 
quality checks 
and loads into 

CTR

Data are accessed 
through CTR User 

Interface

Sponsor 
submits 

standardized 
study data to 

CDER

Janus
CTR

Vision for Janus CTR



INNOVATION

CSC Reviewer Services

Data Validation 
and Quality 
Assessments

Support Data 
Standardization

Script 
Development & 

Sharing to Support 
Analysis

Analytic and 
Visualization Tool 

Support

JumpStart Service

Regulatory Review 
Services

Analytic Tool 
Training

Data Standards 
Training

Clinical Reviewer 
Portal

TRAINING & 
CUSTOMER SUPPORT 

SERVICES

TOOLS & 
TECHNOLOGY

SUPPORT SERVICES

DATA & ANALYSIS 
SUPPORT SERVICES
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Regulatory Review
Applying the Right Tools

at the Right Time
for the Right Audience

http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm397921.htm
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The JumpStart service has two major components focusing on data 
fitness and exploratory safety analyses

Submission 
Received

Week 2
Data Fitness

Week 4
Exploratory 

Safety Analyses

Assess and report on 
whether data is fit for 
purpose:
• Quality
• Composition
• Tool loading
• Analysis capability

JumpStart Sessions

• Run automated common 
analyses (e.g., demographics)

• Load data into review tools
• Provide exploratory descriptive 

analyses for signal detection 
and hypothesis generation

Introduction to JumpStart…

The JumpStart session is organized around the clinical review template 
and provides outputs to support specific sections within the review



The Line Up for JumpStart

JumpStarting the Regulatory Review Process

JumpStart Overview 
Jeno Pizarro and Austin Taylor

The Review Perspective
Dr. Peter Miele and Dr. Steve Lemery 
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