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Noting Where Tables are Still Needed 
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JReview Exploring Clinical Data
Clinical Safety and Efficacy Reviews

Common Clinical Review Analysis
1. Tables vs Graphs
2. Common Laboratory Shift Tables
3. JReview output interactivity with open analysis
4. Common Adverse Events Tables
5. Multi-Dimensional Graphs for clinical safety review
6. Assessing FDA Standard Analysis Catalog
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Graphs vs Tables

There is no absolute guidance on when to 
utilize a graph or a table to present data.

It’s all about the data, and what is intended 
to be reviewed, emphasized, or compared.
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Tables
Tables facilitate multi-dimensional analysis 
more naturally than graphs with the use of 
multiple rows, columns, and use of sorting 
where appropriate. Tables are used to review 
and compare specific data details.

Graphs  
Graphs give data shape and form, to 
visualize patterns and relationships which is a 
natural function of our visual system.
Vickey Lozovsky, Information Builders, Spring 2008 Table vs Graph



JReview: Most common clinical safety tables
Tabulation of Lab Test Abnormalities



Toxicity Grade Shift Tables: 
Liver Test Results Baseline Toxicity Grade vs Worsening Post Baseline value

Key characteristics:
• Shift table includes baseline and degrees of abnormal at baseline vs 

Degrees of Abnormal post baseline max test result.
• Only including worse post baseline results greater than the baseline 

toxicity grade

JReview Exploring Clinical Data
Laboratory Safety Review



Toxicity Grade Shift Tables: 
Multiple Lab Test Baseline Toxicity Grade vs Worsening Post Baseline value

JReview Exploring Clinical Data
Laboratory Safety Review



New Review focus:
Complex Shift Tables: 
Liver Test Results Baseline category vs max Post Baseline value

JReview Exploring Clinical Data
Typical Safety Review

This particular output includes subjects that had normal baseline 
and max post baseline also normal



JReview Tables and Graphical outputs interact



JReview: Special Assessments Hepatotoxicity (DILI) 
JReview Tables and Graphical outputs interact



JReview Tables and Graphical outputs interact

Hy’s Law example –
explore why patients meet 
the Hy’s Law criteria using 
Graphical Patient Profile



JReview: Most common clinical safety tables
Tabulation of Adverse Events

Subject Counts



JReview: Most common clinical safety tables
Subject Counts: Treatment Emergent Adverse Events Body System or 

Organ Class percent incidence tables



JReview: Adverse Event Percent Incident Rates 
Subject Counts Serious TEAE Cardiac Disorders 

Descending Sort by Active Arm



JReview: Adverse Event Percent Incident Rates
Cross Tabulation vs Top 10 TEAE SOC Frequency Bar Charts
This comparison highlights Tables can present more data and details when needed



JReview: Adverse Event Percent Incident Rates
TEAE MedDRA SMQ >5% incidence by active treatment



JReview: Most common clinical safety tables
MedDRA SMQ Identify Underlying Events



JReview: Adverse Event Incident Rates
Tabulations Treatment Emergent Adverse Events  

Multidimensional configuration facilitates deeper reflection,
and consideration of the data details



JReview: Most common clinical safety tables
Tabulation of Adverse Events

Event Counts



JReview: Adverse Event Incident Rates
Event Counts Treatment Emergent Adverse Events



JReview: Adverse Event Incident Rates 
Event Counts Treatment Emergent Adverse Events



JReview: Cumulative Plots Treatment Emergent Adverse 
Events and Concomitant Medications 

vs Study Day : Dual Y Axis analysis: by Treatment 



JReview: Most common clinical safety tables
Multi-Dimensional Graphical 

presentations of Adverse Events



JReview Multi-Dimensional Graphing of Clinical Data
JReview Relative Risk Ratio  

Treated Patient Population Risk Profile

SR1
SR2
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SR1 Add Risk Profiles
Scott Runyan, 8/3/2016

SR2 Animate subgroups and resulting Risk Profile
Scott Runyan, 8/3/2016



JReview Multi-Dimensional Graphing of Clinical Data
JReview Relative Risk Ratio Plot: Exports out in Tabulation



JReview Exploring Clinical Data
JReview Relative Risk Ratio with Subgroup weighting

Sub-Group Contribution



JReview Exploring Clinical Data
JReview Relative Risk Ratio with Subgroup weighting

Sub-Group Contribution



JReview Multi-Dimensional Graphing of Clinical Data
Relative Risk Ratio of Treatment Emergent Adverse Events

Treated Male Patient Population Risk Profile

SR1
SR2
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SR1 Add Risk Profiles
Scott Runyan, 8/3/2016

SR2 Animate subgroups and resulting Risk Profile
Scott Runyan, 8/3/2016



JReview Multi-Dimensional Graphing of Clinical Data
Relative Risk Ratio of Treatment Emergent Adverse Events

Treated Female Patient Population Risk Profile



JReview Multi-Dimensional Graphing
JReview Relative Risk Ratio Volcano Plot

Upper right quandrant is referred to as the label maker 



JReview Exploring Clinical Data
Box Whiskers includes additional table data

Time to 1st High Level Term Heart Failure NEC Event by Actual Treatment
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Box Whiskers includes additional table data

Time to 1st modification of treatment pageBy AE SOC
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The standard analysis catalog
JReview Exploring Clinical Data



The standard analysis catalog
includes a repository of simple 
domain detail subject listings. 

JReview Exploring Clinical Data
FDA Standard Analysis Catalog
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Safety Review Analysis
Adverse Events

Tables:  44/76       58%
Graphs: 17/76       22%
Reports: 12/76       29%

Risk Assessments: 3

Laboratory Analysis
Tables:  34/742 5%
Graphs: 688/742   93%
Reports: 20/742       3%

Vitals Analysis
Tables: 8/42 19%
Graphs:   34/42 81%



JReview Exploring SEND pre-Clinical Data  



Questions



Thank you for taking the time to 
review our work   

For more product information please 
contact us by email :
info@i-review.com
or by phone (908) 996-7881

For more information regarding this 
presentation please contact:
Scott Runyan by email at 
srunyan@i-review.com
or by phone (908) 996-7881



JReview: Getting to know your data 
Using a combination of Graphs and Tabulations 


