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CluePoints is the premier provider of Risk-Based Quality Management
(RBQM) and clinical data quality oversight solutions. We apply
advanced statistics, machine learning, and artificial intelligence (Al) to
turn complex clinical and operational data into clear, actionable insight,
helping sponsors and CROs run smarter, more efficient trials that
improve outcomes for patients around the world.

We create smarter ways to run efficient clinical trials. Our team of
RBQM innovators applies the latest developments in advanced statistics
and machine learning to build Al-powered solutions that go beyond
data points and algorithms. Each product shares the same scientific
foundation, applied to a distinct challenge across clinical development.

Risk-Based Quality Intelligent Medical & Intelligent
Management (RBQM) Query Safety Review Medical
Central Monitoring Platform (CMP) Detection (IQD) (MSR) COdlng (IMC)

+ Site Profile & Oversight Tool (SPOT)

Our journey is one of continuous evolution, driven by advancements in
statistical methods, machine learning, natural language processing,
deep learning, and beyond. As we introduce future applications, we stay
dedicated to Al-powered solutions that simplify your work, enhance
trial efficiency, and improve patient satisfaction. Trusted by Regulators

Our objective is simple: We create smarter ways to run Ol SRS it [HUIEar
advanced statistics, machine

efficient clinical trials. Discover our range of solutions learning, and Al methods

on the reverse side. that meet the transparency
and traceability standards
regulators expect. The same
Central Statistical Monitoring
methodology that underpins our
RBQM platform is used by the
FDA to interrogate submission
data and select sites for
inspection.
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.

cluepoints.com | contact@cluepoints.com



Advancing Human
Intelligence Through the
Latest Al-Powered

Solutions

CluePoints RBQM combines cross-domain risk detection with site-level action management. CMP applies
advanced statistics and machine learning to identify systemic patterns and data integrity signals across
every domain of clinical and operational data. SPOT translates those signals into prioritized site actions
and monitoring plans, with a full audit trail for regulators.

@ Detect cross-domain risk with KRIs, QTLs, and
Central Statistical Monitoring

@ Automate and trigger proactive site actions

IQD replaces manual listing
review with agentic Al that
identifies true discrepancies,
surfaces supporting evidence,
and translates findings directly
into action within the EDC.

@ Stop manually reviewing
hundreds of lines with 80%-+
validated precision

@ Author study-specific scenarios
in natural language

@ Submit queries in one click with
auto-generated text

@ Adapt to protocol changes
without re-engineering

@ Defend every finding with a full,

exportable audit trail

@ Centralize study- and portfolio-level oversight in one view

@ Support ICH E6(R3) with fully traceable, audit-ready
@ Rank and flag at-risk sites with multi-factor scoring methods

MSR turns mandatory ICH-GCP
Medical & Safety Review from

a static, manual exercise into

a live, operational workflow.

[t unifies clinical data without
burdensome mapping,
prioritizes meaningful change,
and documents every review
action for audit.

Access consolidated clinical
data with scheduled, validated
refreshes

@ Focus on meaningful change with
delta views between refreshes

@ Flag and track records with
review rules and role-based
workflow

@ Post queries to the EDC in one
click

@ Reuse across studies with

minimal setup, no abstraction
layer mapping

@ Vendor-agnostic: connects to any EDC or CTMS

IMC proposes accurate,
consistent medical coding
suggestions that coders review
and approve, accelerating
coding cycles while keeping
human judgment at the center
of every decision.

@ Propose highly accurate coding
suggestions across MedDRA
and WHODrug

Keep humans in the loop: IMC
proposes, coders approve

Detect nuanced terms and
maintain consistency across
records

Adopt new dictionary versions
without rebuilding synonym
lists

Support risk-based quality
control on final coding
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