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  Clinical Data Review Tasks 
A. Baseline analysis 
B. Safety Review 
C.Efficacy Review 
D.Surveillance 
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A. Getting to know your data   
1. Risk Assessments 
2. AE Incident Rates 
3. Baseline characteristics of Patient Populations 
4. Summary Line Charts- Mean / Mean Chg from BL  
5. Summary Box Whiskers – Baseline/ Chg from BL at Visits 
6. Summary Bar Chart  Mean Chg from Baseline  

B. Identify patients that Died/SAE/Discontinued   
1. Kaplan Meier – Rate/Time to death analysis  

C.Shifts from Baseline – Laboratory Analysis 
1. Identify patients with abnormal lab results and shift from Baseline 

a) Scatter Plot Baseline vs Max, Baseline vs Min for example 
b) Report Listings: Highlighting abnormal results 
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D.Getting to Know Your Patients 
1. Graphical Patient Profiles 
2. Patient Visit Data Reports 
3. Patient Narratives 

E. Special Assessments:  
a) Hy’s  Law  example  – explore why patients meet the criteria 

• (AST/ALT > 3xULN   
• andSelect Bilirubin >2xULN  
• andSelect Alkaline Phosphatase < 2xULN 

b) Elevated Amylase and Lypase -Asymptomatic/Symptomatic 
pancreatitis 

F. Driven by submission protocol and findings 
4. AE results in Therapy interrupted –  

a) was patient rechallenged? What was the outcome? 
b) What was the cause of interuption? Labeling issue? 

G.Benefit Risk Assessment 
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GETTING TO KNOW YOUR DATA USING JREVIEW 
1. Risk Assessments 
2. AE Incident Rates 
3. Baseline characteristics of Patient Populations 
4. Summary Line Charts- Mean / Mean Chg from BL  
5. Summary Box Whiskers – Baseline/ Chg from BL at Visits 
6. Summary Bar Chart  Mean Chg from Baseline  
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JReview: Risk Assessments RR: HLGT Patient Subsets 



JReview: Risk Assessments RR Profiles: Patient Subsets 



JReview: Adverse Event Incident Rates 
Cross Tabulations  Whole Body and Top N Frequency Bar Charts 



JReview: Line Chart Summaries   
Laboratory Examples:  Liver f lab tests 

Power of Page By variables 
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JReview: Chg from Baseline Box Whiskers 
Identifying the outliers and reviewing their data 
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JReview: %Chg from Baseline Bar Charts 
Hematology: Platelets lab test % Chg from Baseline 
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C. Shifts from Baseline – Laboratory Analysis 
1. Identify patients with abnormal lab results and shift from Baseline 

a) Scatter Plot Baseline vs Max, Baseline vs Min for example 
b) Power of PageBy Variable 
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1. Identify patients with abnormal lab results and shift from Baseline 

a) Scatter Plot Baseline vs Max, Baseline vs Min for example 
b) Report Listings: Highlighting abnormal results 
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JReview: Hemoglobin Shift from Baseline    
Identify patients with abnormal lab results and shift from Baseline 

 
 



JReview: Hemoglobin Shift from Baseline    
Identify patients with abnormal lab results and shift from Baseline 

 
 

When patients experience events – especially serious event – reviewers typically 
want to note how patients were triaged.  Dose modified? Re-challenged? 
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JReview: Mean Time to Disposition Events 
 Interactivity between objects answers many questions instantaneously 

 



JReview:Special Assessments Hepatotoxicity   
Hy’s Law example – explore why patients meet the criteria 

 
 



JReview: Graphical Patient Profiles 
Getting to know patients: Hy’s Law candidates - explained 

 
 



JReview:Special Assessments Hepatotoxicity   
Hy’s Law example – explore why patients meet the criteria 

Using Patient Visit Data Report and Simple Listings 
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Hy’s  Law  example  –  
explore why patients meet 

the  Hy’s  Law  criteria 
Using  

Graphical Patient Profile 



JReview  : Benefit Risk Assessment 
Interactive Patient Level Display 
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