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Infectious diseases - 33.4%

Oncology - 8.3%

Orphan Drugs (all) – 1.2%
Orphan drugs (excluding onco) – 13.6%

Clinical Trial Success rates 

from First-in-Human to Regulatory Approval

*Figures from MIT study reported by CenterWatch & Science Translational Medicine in Feb 2018



z

Increasing Durations on Oncology trials 
(From 23 to 39 months)

*Published in Applied Clinical Trials
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Increasing Durations on Oncology trials

Cancer type Percentage increase in 

duration from 2002-2005

Colon 178%

Leukemia 60%

Breast 50%

Lung 42%

Solid Tumors 22%

*As per Applied Clinical Trials
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Reasons for Increasing Durations
*White Paper by Moe Alsumidaie and Peter Shchiemann, Ph.D

Delayed subject enrollment

Increased procedural frequency

Phase III & IV: Average Inclusion Criteria *3

Phase III & 4: Adverse Events ↑122%

Investigative sites ↑58%, randomized patients ↓18%

Superior SOC treatments Vs. death as a primary endpoint
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Reasons for Increasing Durations
*White Paper by KMR Group

Increased complexity of trial designs 

More factors for testing: biomarkers, multiple diseases

Increase in numbers of exploratory endpoints

Operation and running of Clinical Trials 
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Reasons for Increasing Durations
*White Paper by KMR Group

1. Site selection and initiation

2. Site performance

3. Database design

4. Data cleaning and data review
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Applying RBM:

Examples, Anecdotes, 

Case studies
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1. Risk-based  
Selection 
criteria

and

Initiation 
procedures

Previous performance metrics available?

Familiar with use of RECIST criteria?

Previous similar protocols?

Database design 100% ready at the time of 
initiation?

Initiation involved all staff responsible for 
data capture at site?  Stand-ins?

The case for Good Preparation to mitigate risks 

through the course of a study
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Site Performance Metrics
*Medidata Edge
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Metrics & Monitoring 

Quantification & Benchmarking

Feedback loop for course correction

Regular Refresher training

2. Mitigating

Site 

Performance

Risks

The case for Quantification & Vizualization to 

support  Risk Monitoring
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Site Performance Metrics

BMI outliers
*Medidata Edge
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Site Performance Metrics

Date comparison discrepancies
*Medidata Edge
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User friendly design

Clear Data Capture instructions

All options available to support clean data 

Validation of adherence to RECIST criteria, 
such as:

3. Optimizing

Database

Design 

to mitigate 

Data Quality 

risks
Computation 
of OS and PFS

Consistency of 
lesions sequence

The case for subject matter experts at

Risk Assessment stages
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Case Study 1: Optimizing Database Design - NTL
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Case Study 1:Optimizing Database Design - NTL
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Case Study 1: Optimizing Database Design - NTL
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Case Study 2: Optimizing DB Design – Lymph Node as TL
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Use historical data and experience to 
clearly identify Data Quality Risks

List risk mitigation measures as check 
parameters in the QC plan 

Develop Skill Matrices: 

Training and evaluation of QC personnel 
prior to deployment on a study 

Ensure effectiveness/currency of the QC 
plan and RA through regular QA audits 

4. DM: 

Identifying 

QC 

parameters

for

real time 

course 

correction

The case for Risk Assessment inputs in the QC plan
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Case Study 3: Optimizing Data Quality at DM
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Case Study 3: Optimizing Data Quality at DM
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Case Study 4: Optimizing Data Quality at DM
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Case Study 4: Optimizing Data Quality at DM
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The case for Analytics to support your RBM approach
*Medidata Edge
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The case for Analytics to support your RBM approach
*Medidata Edge
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The case for Analytics to support your RBM approach
*Medidata Edge
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The case for Analytics to support your RBM approach
*Medidata Edge
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• Start with the Risk Assessment!Begin at the 
beginning

• Integrate into trial monitoring 
parameters 

Make it practical

• Use QC to ensure currency of your     
RA

Educate on risk 
parameters

• Use analytics to measure whether 
risks are under control

Visualize to Quantify

• Use data trends for fact-based 
decision making 

Use data real-time
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QUESTIONS? 
PPCE

502, The Chambers, 

Viman Nagar, 

Pune 411014

Maharashtra, India

khushnoor@ppceworld.com

www.ppceworld.com


