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Regulatory 
Audit Trail & 21 
CFR

Adoption

Both integrate with EDC, 
CTMS, and wider eClinical 
ecosystems.
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Risk Assessment & Management Risk Assessment & Categorization Tool
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Regulatory 
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Integration

Collaboration

Real-Time 
Insights

Efficiency 
Tools

Study-Specific 
Configurability

Both support structured 
risk identification and 
ongoing oversight.

RACT: Category-based 
scoring and thresholds.
RAM: Hierarchical 
scoring using linked risk 
variables.

RACT: Static or 
threshold-based risk views.
RAM: Configurable 
dashboards with real-time 
signals.

Both systems connect 
with EDC, CTMS, and 
eClinical systems.
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RACT: Documents RBQM 
decisions and risk rationale.
RAM: Configurable audit 
trails for ICH and 21 CFR 
Part 11.
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TIE
Both platforms offer 
centralized risk review 
across cross-functional 
teams.

RACT: Periodic review 
against defined thresholds.
RAM: Continuous visibility 
as operational data 
changes.

OPRA
RAM

OPRA
RAM

RACT: Standardized 
categories for consistency.
RAM: Configurable to 
protocol-specific risks.

OPRA
RAM

OPRA
RAM

RACT: Manual risk 
tracking and updates.
RAM: Automated risk 
management workflows.

Market Usage
RACT: Framework-driven 
approach.
RAM: Dedicated system 
used across 450+ trials.

See OPRA RAM in Action

https://www.tritrials.com/opra-risk-assessment-and-management/

