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End to End RBQM Education

Scope \

4

Provide Community Forums for presentation and discussion of RBQM-related topics to
support industry education. Topics considered include: What are CtQs? RBQM and
Technology, Risk Assessments, Central Monitoring Analytics, QTLs, Al/ML, and RBQM-

\ related change management. /
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Enhanced Risk-Based Quality Management (RBQM) Approaches
Scope ) for First-in-Human and/or Small Clinical Trials

To discuss and focus on a robust strategy/process and best practices for: \

 Identifying critical items

o Risk-based data review approaches

e Risk-based monitoring approach strategy (tSDV/tSDR)

« Using analytical tools and methods for data review and central monitoring, including limitations on (statistical)
methodologies

« Identifying thresholds or equivalent on limited patient data

o Targeted medical review

Cdequately anticipating on highly dynamic data /

o Establishing links with the other Working Group projects on FIH/small studies
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Scope \

Enhancing the Clinical Trial Risk
Assessment Process

4

\_

Process that begins with identifying CtQ factors through a risk assessment (characterising risk,
including assessment and mitigation/risk reduction strategies) and the ongoing management of risks
and mitigation throughout the trial (living process).

~
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OpenRBQM: Pre-Competitive Collaboration
on Open-Source Software for RBQM

Scope \
S

Discuss open-source projects related to RBQM. This will be a cross-functional team, which will consider how open-souh

solutions can be developed using RBQM best practices. Monthly meetings will include discussion of RBQM software best
practices, design discussions for development team deliverables, and demos of RBQM tools developed.
RBQM Development Team:
Focus on pre-competitive co-development of RBQM centralised monitoring tools and R package development. The team

will create reports and interactive graphics relating to centralised statistical monitoring (e.g. digit preference charts,

sting data analysis, fraud detection). All development will be done using GitHub.
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Quality Tolerance Limits - Threshold
Setting Methodologies

The Working Group project has successfully completed the first step of clarifying the definitions and
labels linked to QTL monitoring. Recommendations on how to derive thresholds for QTL monitoring have
been developed. The next stage is to:

e Share this acquired knowledge and common understanding within the industry

e Continue the discussion on further refining the (statistical) methodology regarding threshold
derivation for QTL monitoring.

We will closely follow ICH (R3) developments regarding risk-based monitoring and discuss whether this

\ has impacted on the guidance provided so far (QTL vs. acceptable range). /
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	End to End RBQM Education
	Scope
	Provide Community Forums for presentation and discussion of RBQM-related topics to support industry education. Topics considered include: What are CtQs? RBQM and Technology, Risk Assessments, Central Monitoring Analytics, QTLs, AI/ML, and RBQM-related change management.
	Q2 2027
	Proposed  End Date
	Webinar series
	Deliverable Type
	Fourth webinar ‘Decoding AI in Clinical Trials: Practical Applications, Regulatory Reality, and the Road Ahead’ completed 26 February 2026
	Continue survey development regarding SDR/SDV across industry

	Key Achievements This Quarter:
	Deliverables & Targets Planned for the Next Quarter:
	Ann Fleenor & Shawntel Swannack
	Leads
	Preparing for a webinar(s)

	Project Status: Green Accepting New Members
	Project Status



	Enhanced Risk-Based Quality Management (RBQM) Approaches for First-in-Human and/or Small Clinical Trials
	Scope
	The consolidated guidance was shared with the broader team for review, then released for public consultation
	Public review comments are being reviewed and incorporated
	Edit and consolidate public feedback, followed by formatting and stylistic refinements to finalise the document. Resubmit to the PHUSE Committee for review
	Once publication‑ready, hold a final alignment meeting with the team prior to release


	Q2/Q3 2026
	Proposed  End Date
	White paper or guidance document
	TBD: Webinar

	Deliverable Type
	Deliverables & Targets Planned for the Next Quarter:
	Key Achievements This Quarter:
	Agnes Verhoeven & Alicja Budek Mark
	Leads
	Reviewing public review comments
	Project Status: Green
	Project Status



