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RBM’s Tremendous Value Proposition
At least two significant value dimensions …
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 Title: “Evaluating Source Data Verification as a 
Quality Control Measure in Clinical Trials”

 Authors:
 Nicole Sheetz, PharmD, Brett Wilson, BSP, 

Joanne Benedict, MS, Esther Huffman, BS, 
Andy Lawton, ASTAT, Mark Travers, PhD, 
Patrick Nadolny, MS, Stephen Young, MA, Kyle 
Given, BA, and Lawrence Florin, MBA

Growing Quantitative Evidence for RBM …
TransCelerate Article – November 2014
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SDV Has Minimal Impact on Site-Entered Data …

Only 1.1% of All Site-Entered Data is Impacted By SDV!
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Source:  DIA Journal, Therapeutic Innovation & Regulatory Science, November 2014 Issue
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SDV More Relevant for AE Reporting …
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Source:  DIA Journal, Therapeutic Innovation & Regulatory Science, November 2014 Issue
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Study Risk Management Plan – SRMP (aka IQRMP)
Focus on Simplicity …

 SRMP Key 
Components:
1. Study Risk 

Assessment
2. Critical Data 

Identification
3. KRI Action Plan
4. Dynamic SDV Plan

Study Risk 
Assessment

KRI Action 
Plan
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KRI Action Plan – Guided by Study Risk Assessment

 Identify key study 
operational risk areas

 Based on study 
attributes; e.g.,

– Study design complexity
– Patient population
– Investigational product 

profile

Study Risk 
Assessment 

(SRA)

Critical Data 
Identification 

(CDI)

KRI Action 
Plan

Dynamic SDV 
Plan

SRMP
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KRI Action Plan – Best Practices
Proposed Driver:  CTL or Lead CDM

 X-Functional Exercise
 Simplify – Quality Over 

Quantity!
 Standard Template – High 

Reusability
– Expect 80% of KRIs standard 

across studies

 Line-of-Sight from SRA to KRI 
Plan

 Define remediation options

Risk LevelKey Site Level Risks
Centralized Detection Method 
- KRI

Elevated Risk 
Alert Threshold

High Risk Alert 
Threshold

M Enrollment / Retention:
Slow Enrollment Enrollment report - by Site 0 subjects at 1 

month post site 
initiation

0 subjects at 3 
months post site 

initiation

High Screen Failure Rate Screen Failure Rate P-Score < .05 P-Score < .02

High Subject Drop-Out Rate
(e.g., Withdrawal of Consent, Lost to 
Follow-up, etc.)

Subject Drop-out Rate P-Score < .05 P-Score < .02

L Data Quality:
Under-Reporting of AEs / SAEs AE Rate P-Score < .05 P-Score < .02
High Rate of Source-to-eCRF Transcription 
Errors 

Auto-Query Rate

Poor Source Record Management Auto-Query Rate
Subject Visit-to-eCRF Entry 
cycle time

> 14 Days Avg > 22 Days Avg

L Compliance & Patient Safety:
High Rate of Missed Key 
Assessments/Procedures

Missed Assessment Rate P-Score < .05 P-Score < .02

Improper or Faulty Administration of Key 
Assessments/Procedures

Statistical Monitoring (Outlier 
Detection) 

TBD TBD

Fraud and Data Fabrication
(e.g.,. Inventing subjects, providing 
fabricated data)

Statistical Monitoring (Outlier 
Detection) 

TBD TBD


