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Risk Based Monitoring 

10/11/2014 

•To generate quality data 
focused to serve the 
objective 
•Rational RBM approach to 
assess risk at initial level of 
trials 

Quality by Design 
(QbD) 

•Determine the risk at every 
aspect of trial 
•How risks can be mitigated 
faster and efficiently  

Risk Assessment 
Categorization Tool 

(RACT) •Critical data identification 

•Clinical and medical risk 
identification 

•Quality management plans 
•Risk indicators and 
thresholds  

Integrated Quality and 
Risk Management Plan 

(IQRMP) 

•Standard monitoring 
approach 
•Adaptive monitoring 
approach 

Monitoring Plan And 
Execution 

Monitoring is shifting to Risk Based Monitoring by  
 
 100%  Source Data Verification (SDV) to Risk Based Focus, Source Data Review (SDR) 
 More On Site Level to More Off Site and Targeted On Site Approach 
 Fragmented to Centralized monitoring 
 Rigid to Adaptive Approach 
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RBM System Requirements  
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Basic System requirements for RBM should have ability to handle steps like  
• Planning   
• Data Capture/ Integration 
• Data Validation/ Aggregation 
• Analytics and Reporting  
• Visualization and Decision Making 
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Integrated Clinical Development Platform 
(CTRenaissance) based RBM 
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 Integrated Clinical Development platform allows end to end solution for clinical 
drug development. 
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Data Integration 
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 Integration of disparate data sources is possible to 
access data at a single platform from different 
sources like EDC tools, CTMS, Lab Data with 
advantage of metadata driven  technology. 

Data Sources 
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Specialists 

Laboratories 

Clinics 

Hospitals 

Sponsor 

Government 

Clinical/EDC 

Pre-
Clinical/Pathology/

Clinical 

Clinical 

Clinical/CTMS/ED
C 

Safety/ 
IVRS/PMP/CAPA 

Regulatory 
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Source Data Validation 
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Source 
data 

Source 
data 

validation 
engine 

Validation 
Rules s 

 Source data validation can be 
performed at application level before 
transformation of data 

 Data validation engine allows 
customized rule setup for source data 
enabling to validate required data 
fields for missing data, duplicate 
records, data outliers, and 
inconsistent data. . 
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Data Transformation 
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Raw data 

Analyzable 
data formats 

Transformation 
Engine 

 Data from different data sources is transformed to standard or proprietary analyzable 
formats. 

 This allows analytical engine to analyze  different data at single platform 
 Expression builder allows users to derive target variables through predefined functions 
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Analytics and Reporting Dashboard 

 User friendly and role based dashboard allows users to have overview of risk indicators.  
 Dashboard allows user to drilldown further to understand the risk criteria in detail. 
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Risk Assessment and Categorization Tool (RACT) 

Predefined 
Risk 

Categories 

 RACT allows early risk assessment for trial or program.  
 Easy to use interface and highly validated  RACT algorithm allows risk levels for the trial. 
 Risk questions can be added and deleted  
 Program or Protocol level of risk can be set in the RACT 
 Plans impacted by specific risk can be selected in the RACT 
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Integrated Quality and Risk Management Plan 
(IQRMP) 

Reference inputs from RACT  are pre-
populated  in specific plan which can 

be edited to set the risk indicators and 
thresholds 

Risk levels thresholds can be 
set for Low, Medium and 

High for risks 

Escalation thresholds and 
escalation levels can be set 
for Low, Medium and High 

for  risks 

Data sources can be defined to access 
the specific data 

Alert notification settings are set with 
the thresholds 

Action items can be defined in IQRMP 
for risk level alerts 
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Application of Thresholds on Report Parameters 

Risk Category as per RACT  Risk Indicator based on RACT 
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Alert Notification 

Whenever thresholds are exceeded, defined users will get email notification . 
 Alert also shows the date of latest data ported. 
 Alert provides the action items listed in the threshold settings 
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Monitoring and Issue Management 

Monitoring interface allows user to access the reports applying multiple filters like risk 
category, risk level.  

 Onsite monitoring observations can be recorded and issues can be logged and exported 
in portable document and Excel formats. 
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Report Drill Down  
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 Reports can be drilled down to multiple levels to understand data in detail. 
 User can see data to subject level through drill down functionality.  
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Report Drill Down (Continued) 
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 Drill down to graphical patient profile  enables end user to understand subject level data 
at a glance. 
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Customized Role based Dashboards  

Customizable role based dashboards enable users to understand multi level data analysis at 
a glance. 
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MaxisIT® builds and delivers out of the box end to end solution for efficient risk based 
monitoring allowing business to stay agile and lean while making better and informed 
business decisions that will allow them to achieve faster and quality clinical drug 
development compliant to regulatory and assured cost savings. 
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Contact Us @ 
 
Mr. Ankur Goel 
MaxisIT Inc 
203 Main Street 
Metuchen, NJ 08840 
Email: info@maxisit.com 
agoel@maxisit.com  
Phone: +1 732-494-2005, 
1-877-MAXISIT (629-4748). 
Mobile: +1 (732)-429-9696 
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