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HA Regulation



Evolution of HA Regulation towards Risk Management

Drastic Increase of risk management 

terminology

Increased by over 140% from R2 to R3

Introduced new risk mgmt. terminology

Expansion and Integration

From monitoring to everything



Global HA Regulatory Alignment

“Perfection in every aspect is rarely 

achievable. The quality factors 

should be prioritized.” 

“The monitoring strategy (e.g. data management 

plan, medical monitoring plan, safety plan, monitoring 

plan etc.) are recommended to have been based on 

risk assessments “

“Within clinical trials, monitoring and 

data management processes are the 

main quality control activities.” 

Major regulators are reinforcing consistent risk-based frameworks and integration across functional areas



Core Expectations

Process 

oversight
Planned audit 

trail review

Governance 

and 

escalation

Service providers' 

oversight

Activities driven by 

risks

Read ICH E6 R3 

in conjunction 

with other 

applicable 

regulations: ICH 

E8 R1, MHRA 

and others



What does it mean to us?

Refine Processes

Enable Technology

Empower People



Impact on process



• Identify and prioritize risks

• Actions for each function to manage risks

• Cross – functional representatives to 
identify critical data variables 

• Align associated plans across identified 
risks, so that each function focus on the 
highest risks

• Review and revise the IQRMP throughout 
the life cycle

Back to 2015



Impact on the process

Study &  
organizational 

oversight 1

Integration of RACT with 
cross- functional plans

2

Flexible 
execution driven 
by risks

3

Governance and 
Escalation

4Review and Revise 

5



Integrated RBQM across Planning, Execution, Oversight

Portfolio-level oversight

Monitor risks across levels, 

e.g. TA, program, vendors, 

regions etc.

Governance, escalation and 

continuous improvement

Governance and 

Oversight

Conduct review and 

monitoring as per the plan

Track activities status across 

risk tiers

Detect systematic data 

quality risks

Execution

Prioritize study risks 

Connect risks to review and 

monitoring activities

Link data across criticality 

tiers with the defined 

activities

Planning



What stopped us from adoption?

10 years

Complexity Granularity

Silos Technology



Enablement through 

technology



Technology Enablement

Integrated 

Strategy

Activities & 

Variables 

Linkage

Single source 

for Data Review 

& Monitoring

Risk management 

strategy aligned 

across all functions.

Connection between 

risk strategy and 

activities.

Insight from cross 

functional review, 

monitoring and data 

systems

Across Planning, Execution and Oversight



Key capabilities to support ICH E6 R3

Risks   →   Activities →  Data

Risk 
Assessment to 

include study and 
process level

Link risks to 
review & 

monitoring 
activities

Connect 
activities to data 

& metadata

Automate 
adjustments to 
changes in risk 

plans

Planning



Perform review 
proportionate to 

risk and criticality

Track progress 
of review and 

monitoring 
activities

Communicate 
and document

Review & communicate → Track → Adjust

Key capabilities to support ICH E6 R3Execution



Define 
measurements for 
process risks and 

performance

Continuously 
monitor to identify 

consistent risks 
across-studies

Communicate, 
escalate and 

document

Oversee → Measure → Improve

Key capabilities to support ICH E6 R3Oversight



Technology should make it easy

Connect with one click

Data Review Plan

Medical Review Plan

Safety Review Plan

Monitoring Plans



Technology should make it easy

Track and Monitor progress

Medical Review Data Review Safety Review



Technology should make it easy

Process performance oversight

Performance Risks Across studies process risks Time trends



Technology should make it easy

Risks oversight

Highest Areas of Risks Risk Realization Silos  and WorkloadEscalation points



Where to start



Create your own GPS

▪ Define your Northern star (Destination)

▪ Assess your maturity (Current Location)

▪ Identify gaps (Calibrate current location)

▪ Create implementation roadmap (Build the 
way and the route)

▪ Start with pilot (Start)

▪ Learn and implement broadly (Check and 
Continue)

Risk Management Process Journey



Defining Destination and Location

Planning:

• Initial protocol risk assessment

• RACT integration into functional plans

• Defined risk mitigations and controls

Execution & 
Closeout:

• Data review activities driven by risks and criticality

• Process review including vendor Oversight

• Metadata & Audit Trail Analysis

• Continuous Reassessment and adjustments

• Reduce SDV/SDR activities

Oversight & 
Improvement:

• Portfolio-Level Process Oversight

• Defined Escalation Pathways

• Continuous Improvement

• Governance

Recommended Scale: Never, Rare, Most of the time, Always

Print me !!!



Tailored approach based on adoption maturity

Implementation Plan

Pilot Lessons LearntAmbassadors

Technology and industry SMEs 

Process Implement

Internal Confidence

Start small and simple

     Learn  and expand

Appoint new 

process 

ambassadors

Expand into 

broader portfolio

Implement, 

Conduct and 

Refine

Define plan based 

on your Northern 

star and Gaps

Identify 1-5 PoC 

studies



eclinicalsol.com

@eClinical_Sol

eClinical Solutions

Contact information

Vera Pomerantseva
Director, Risk Management Product
eClinical Solutions

For more information about the elluminate 
platform, RBQM implementation strategies, and 
risk management processes, please reach out.

vpomerantseva@eclinicalsol.com

https://www.linkedin.com/company/eclinical-solutions/
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