()
intellect Data Sheet

Intellect QMS Al Platform for Life Sciences

Ensure Compliance. Reduce Risk. Accelerate Innovation.

Al-Enabled Quality Management for Life Sciences

In the fast-moving world of life sciences—spanning pharmaceuticals, biotechnology, and medical devices—compliance, quality, and speed-
to-market are non-negotiable. Evolving global regulations and rising innovation demands make managing quality more complex than ever.

Intellect QMS Al is an advanced, Al-powered life sciences QMS platform built to simplify compliance, automate quality processes, and
accelerate innovation. Whether you're a pharmaceutical manufacturer, biotech, or medical device company, Intellect helps you reduce risk,
improve operational performance, and stay inspection ready.

Intelligent Solutions for Pharmaceutical, Biotech, and Medical Device Quality Simplified

Intellect QMS Al provides an adaptable quality management system for life sciences companies that integrate seamlessly with your
existing processes and adapt to your evolving business requirements, empowering you to maintain compliance, drive efficiency, and
scale with confidence. Our Al-driven platform enhances traceability, automates compliance workflows, and helps ensure adherence to
FDA and global regulatory standards.

By eliminating manual processes and surfacing intelligent insights, Intellect enables your quality teams to focus on driving innovation—
not chasing documents.

Modern Document Control & Validation Manage Product and Process Changes with Control

Digitized Standard Operating Procedures (SOPs), Work Whether launching a new formulation, modifying a process,

Instructions & Quality Events. Paper-based processes and or scaling manufacturing, every change introduces

legacy systems are inefficient and error-prone. Intellect QMS regulatory risk. Intellect QMS Al helps mitigate that risk

Al digitizes the control and management of Standard through Al-powered Engineering Change Notice (ECN) that

Operating Procedures (SOPs), training records, work delivers full visibility, justification tracking, and streamlined

instructions, and quality events. approval—ensuring compliance while supporting faster
innovation.

Built for compliance with FDA 21 CFR Part 11, ISO 13485, and
GxP, Intellect supports both out-of-the-box and custom
validation services—simplifying validation for new and
ongoing processes.

Automated Risk & Compliance Management Cloud-Based QMS Data Anywhere & Mobile-Ready
Quality System
Meet FDA, GMP, and ISO Requirements with Confidence.
Stay ahead of regulatory requirements using an FDA-
compliant QMS that automates adherence to standards
including ISO 13485, EU MDR, and GMP. Intellect leverages
Al for rapid root cause analysis and intelligent CAPA
recommendations, so your team can close quality gaps
faster.

Intellect’s cloud-native, mobile-friendly platform empowers
quality teams to conduct inspections, audits, and approvals
from any location—on any device. Secure offline
functionality supports compliance in controlled
environments like labs and cleanrooms, ensuring your
medical device quality system remains operational even
without connectivity.

The platform includes built-in quality event tracking, audit
trails, and automated inspection readiness—perfect for
maintaining audit-proof records across global operations.

Schedule a demo today or visit Intellect.com to learn more about our biotech quality management system

to meet FDA-compliance.
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Built for Life Sciences: Secure, Scalable, Intelligent

Intellect is hosted on AWS, providing enterprise-grade security that complies with HIPAA, FDA, and 21 CFR :
Part 11. Advanced encryption, secure user roles, and full audit trails ensure data integrity and compliance. ” aWS

Our highly configurable platform adapts to your unique business processes. No-code tools let you
customize workflows, dashboards, and reports—while embedded Al continuously improve quality and
compliance performance.

Real-World Results for Life Sciences Companies
How Intellect QMS Al Delivers Value
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Faster Regulatory Approvals . 1 Automated Training Compliance
Streamlined documentation and audit-ready records "/ Ensures certifications are always current and audit

reduce time-to-market. ready.

@\ Proactive Risk Mitigation

S Seamless Ecosystem Integration
Al identifies compliance risks before they escalate.

Connects with LIMS, MES, ERP, and Bl tools like Tableau
and Power BI.

Integrate with the Tools You Already Use

Intellect's Al-powered Quality Management Systems platform seamlessly integrates with essential operational systems, including LIMS,
ISM, MES, LMS, and ERP platforms. Additionally, it offers robust compatibility with leading business intelligence (BI) tools such as
Tableau and Power BI, enabling comprehensive data analysis and reporting.

Flexible APIs and pre-built connectors support implementation and integration with your existing systems. Implementation is fast and
seamless—no heavy IT lift required.

Life Sciences Leaders Choose Intellect QMS Al

Life Sciences organizations require quality management solutions that prioritize patient safety, product integrity, and regulatory
compliance. Intellect QMS Al delivers real value by enhancing operational efficiency, streamlining compliance processes, and
supporting continuous improvement across all stages of the product lifecycle.

Reduce Time to Compliance
Streamline documentation and validation workflows.

Scale Across Global Teams
Deploy a unified quality platform across sites and regions.

Enhance Productivity
Automate manual tasks and boost quality team efficiency.

Drive Innovation Safely
Empower faster change without regulatory compromise.

Schedule a demo today or visit Intellect.com to learn more about our biotech quality management system

to meet FDA-compliance.
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