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Get to Know 
CluePoints

CluePoints is the premier provider of Risk-Based Quality Management (RBQM)  
and data quality oversight solutions, leveraging the potential of artificial intelligence (AI)  
using advanced statistics and machine learning to transform platform solutions into 
positive clinical development outcomes for those developing innovative therapies  
to improve the lives of people around the world.

We create smarter ways to run efficient clinical trials. Our team of RBQM  
innovators, using the latest developments in advanced statistics and machine  
learning, develop AI-powered solutions that go beyond data points and  
algorithms. We’re building enterprise software solutions to fulfill our vision  
of providing best-in-class integrated data review and power smarter clinical trials.

Turning Artificial Intelligence  
into Human Intelligence 

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 AI-powered solutions that simplify your work, enhance trial efficiency,  
and improve patient satisfaction.

Our objective is simple: We create smarter ways to run  
efficient clinical trials. Discover our range of solutions  
on the reverse side.
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Innovation & 
Accordance 

Our enterprise software solutions, 
grounded in Central Statistical 

Monitoring—a technique currently 
under FDA investigation—support 

traditional onsite monitoring, 
medical review, and quality control. 
They drive a risk-based approach to 
study execution and ensure ongoing 

ICH compliance.

Medical & 
Safety Review 
(MSR) 

http://cluepoints.com


Advancing Human  
Intelligence Through the  
Latest AI-Powered Solutions

RBQM

RBQM detects real-time data anomalies using 
advanced statistics and ML, offering a superior  
way to manage trial risks and speed resolution.

	4 Identify vulnerabilities, set risk controls,  
and maintain vigilance 

	4 Rank sites by performance, flagging “at-risk” 
locations for corrective action 

	4 Apply Quality Tolerance Limits (QTLs) for specific 
metrics or activities

	4 Analyze clinical and operational data to spot 
atypical patterns 

	4 Gain insights with configurable formats and widgets

	4 Efficiently track, annotate, audit, and export data 

Site Profile & Oversight Tool (SPOT) 

SPOT enables adaptive site monitoring, quickly 
identifying anomalies and providing actionable 
insights to improve study performance, site visits, 
and risk assessment.

	4 Implement site scoring to prepare for visits  
and allocate resources

	4 Enable proactive management through 
automated and user-triggered actions

	4 Centralize data in a single view

	4 Provide leadership visibility into study-wide actions

	4 Use role-based security for data access

	4 Guide site selection decisions through  
informed monitoring

Intelligent Medical Coding Medical & Safety Review (MSR)

Intelligent Medical Coding automates accurate 
suggestions for assigning medical codes, reducing 
manual input and enhancing uniformity.

	4 Improve coding accuracy for adverse events  
and medications with suggestions up to  
99% accurate

	4 Enable risk-based quality control

	4 Adopt new dictionaries faster without synonym 
list analysis

	4 Ensure accurate coding across medical jargon, 
drug names, and emerging terms

	4 Precisely code nuanced terms like ‘ache’ and ‘pain’

MSR centralizes and standardizes data review 
processes, providing pre-made and customizable 
dashboards for efficient query management throughout 
a clinical trial. This enables outlier identification, change 
tracking, and better communication for Clinical Data 
Managers and Medical & Safety Reviewers.

	4 Quickly evaluate reviewed records for quality  
and accountability

	4 Track all actions on a record, including updates, 
comments, and status changes

	4 Leverage custom or pre-made dashboards with 
filtering and sorting capabilities

	4 Flag records of interest using defined filter criteria

	4 Raise, track, and resolve queries directly within  
a single platform
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