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Intelligent RBQM Solutions
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Challenges in 
Clinical Trial Risk Management
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Increasing complexity 
and risks in clinical 

trials

Traditional QM 
approaches are 

inadequate

Lack of centralized and 
proactive risk 

management solutions
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MyRBQM® Portal Revolutionizing Risk-based Quality 
Management

Cloud-based RBQM platform 
with seamless integration and 

advanced intelligence

GCP-related Workflow, 
predictive analytics, and holistic 
Quality Management approach

Built-in Issue Management for 
effective risk communication 

and resolution

Indication-focused KRI Wiki 
and RACT tools facilitate 

accelerated risk assessment

Perfectly suited for all trial formats, 
including DCTs and Hybrid 
approaches, the MyRBQM Portal puts 
data quality, reliability, and patient 
safety first.
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Driving Efficiency and GCP Compliance
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Compliance 
Advancement
- Enhanced protocol 

compliance
- Reduction in major and 

critical protocol 
violations

- Decreased percentage 
of screen failure 
patients

- Minimized missing 
Primary and Secondary 
Endpoint data

- Improved regulatory 
compliance

- Decreased audit & 
inspection findings

Data Quality
and Integrity
- Enhanced data quality
- Achieving statistical 

significance
- Improved control over 

data
- Reduction in database 

re-openings compared 
to historical data

Safety 
Enhancement
- Enhanced subject 

safety measures
- Improved consistency 

in Adverse Events 
reporting across sites

- Facilitates near real-
time Medical 
Monitoring (time trends 
and outliers)

Time
Efficiency
- Accelerated study 

conduct timelines
- Reduced time from last 

subject last visit to 
database lock

- Efficient site closure for 
non-performing sites

- Enhanced predictability 
of study enrollment 
and resource planning 
for database closure

- Improved planning of 
interim analyses

Cost
Optimization
Overall cost reduction 
through:
- Optimization of 

monitoring visits
- Minimization of 

potential hazards and 
risks
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Risk 

Assessment

Mitigation 

Action

Key Risk 

Indicator

Issue

Root 

Cause

Corrective & 

Preventive Action
Critical Process 

& Critical Data

End-to-End Risk Assessment
and Tracking as Required by ICH
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Empowering Data-driven 
Decisions and Study Optimization
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Advanced Intelligence for 
Informed Decision-making

Real-time Issue Identification 
and Proactive Measures

Optimize Study Outcomes through 
Analytics and Risk Communication
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AI-powered 
algorithms analyze 

complex data, 
providing actionable 
insights for decision-

making.

Advanced analytics 
and machine learning 
algorithms drive data-

driven decision-
making.

Continuous 
monitoring and AI 
algorithms enable 

real-time issue 
identification and 

alerts.

Risk communication 
tools facilitate 

collaboration and 
enable proactive risk 

management.

Advanced analytics 
optimize study 
outcomes by 

identifying trends and 
patterns.

Proactive measures 
are suggested based 

on real-time data 
streams and risk 

assessment.
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RBQM Adoption Across Multiple Studies
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Cross Study Analytics

Corporate QTL Monitoring

Global Trend Oversight

RBM / RBQM

M&A Due Diligence

Vendor Comparison / Oversight

Study Portfolio Optimization

0 10 20 30 40 50 60 70 80 90 . . . 250

Risk Profiles Shared with Sites

Intra-Study Cross-Study Company-wide

Advantages for Biopharma Companies

▪ Compliance with ICH 
guidelines for quality 
and patient safety

▪ Enhanced patient safety 
through proactive risk 
mitigation

▪ Improved efficiency, 
reduced costs, and 
accelerated data lock

▪ Data-driven decisions, 
optimized outcomes, 
and successful trials

Confidential - CAT2



Confidential - CAT2©2023 CYNTEGRITY | www.cyntegrity.com 8

Advancing RBQM 
in Biopharma

A Unified, Scalable and Innovative Future

Unified approach: Promoting 
collaboration and efficiency by 

addressing siloed systems.

Scalability: Seamlessly onboard 
new studies for effective RBQM 

processes.

Innovation: Bringing advanced 
technologies to advance risk-
based quality management.

Next steps: Demo and trial to 
showcase tailored solution's value.

Partnership: Collaborate closely, 
tailor offerings for successful 

RBQM implementation.

Unified and innovative: Driving 
excellence and improving 
outcomes in Biopharma 

operations.
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Cyntegrity Germany GmbH

Headquarters
Altenhöferallee 3
D-60438 Frankfurt am Main
o. +49 (0)6192-470-113-50

Office USA
220 Juana Avenue 
San Leandro, CA 94577
o. +1 888.812.RBQM

Contact Us
post@cyntegrity.com
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R e v o l u t i o n i z i n g  R i s k - B a s e d  Q u a l i t y  M a n a g e m e n t  i n  C l i n i c a l  T r i a l s

mailto:Post@cyntegrity.com
https://www.youtube.com/channel/UCmDhd-f7W2DQyeKxDsDinSw
https://twitter.com/CyntegrityRBM
https://www.linkedin.com/company/cyntegrity-germany-gmbh/
https://www.facebook.com/CyntegrityCommunity/
https://www.slideshare.net/CyntegrityRBM
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