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Executive Summary

Atlas Compliance is the industry’s most advanced regulatory
intelligence platform, designed to help life sciences
companies navigate FDA inspections with confidence. By
providing real-time access to critical regulatory reports,
inspector profiles, and compliance trends, Atlas ensures
organizations stay ahead in a complex regulatory landscape.
Our Al-driven platform streamlines compliance readiness,
minimizes risk, and improves decision-making.

Introduction

Compliance with regulatory agencies like FDA is crucial for life
sciences companies. However, keeping up with evolving
regulations, inspection trends, and compliance requirements
can be challenging. Atlas Compliance empowers organizations
with Al-Powered tools to proactively manage compliance risks,
optimize inspection preparedness, and ensure regulatory
excellence.

Background Information

The regulatory landscape is constantly changing, with FDA
inspections becoming more rigorous. Companies that fail to
prepare adequately risk warning letters, 483s, and significant
delays in product approvals. Traditional compliance strategies
often rely on outdated methods, making it difficult to
anticipate regulatory scrutiny. Atlas Compliance bridges this
gap by providing real-time insights into inspection trends,
regulatory observations, and investigator tendencies.



Problem Statement

Life sciences companies face key regulatory compliance
challenges:

Delayed Access - Limited availability of timely FDA 483
reports and warning letters.

Inefficient Searches - Difficulty in retrieving and
analyzing compliance documents.

Limited Inspector Insights - Lack of visibility into
inspector behaviours and focus areas.

Benchmarking Gaps - Challenges in comparing
compliance performance with industry peers.

Unique Selling Proposition (USP)

Atlas Compliance stands out from the competition with:

Largest FDA 483 Database: Access the most extensive
collection of FDA 483 reports before they become public.
Al Chatbot Assistance: Get instant answers to regulatory
queries for quick decision-making.

Intelligent Semantic Search: Effortlessly find relevant
compliance data with advanced keyword tagging and
contextual insights.

Real-Time Inspection Notifications: Stay informed with
immediate updates on inspections and regulatory events.
Expert Support: Get the best support calls for any
questions about features and the tool.



Proposed Solution

Atlas Complianceleverages Al to enhance regulatory
readiness and minimize risk through:
« Early Access to FDA 483 Reports for proactive
preparation.
* Al-Powered Smart Search for efficient document
retrieval.
* Inspector & Site Insights for detailed profiles and
citation trends.
* Real-time alerts for regulatory updates and inspection
notifications.

Analysis & Evidence

Atlas Compliance has been instrumental in improving
regulatory preparedness for top pharmaceutical and biotech
companies. Case studies show:

+ 35% Reductionin Compliance Violations: Organizations
using Atlas have significantly reduced the occurrence of
regulatory citations.

» Faster Inspection Readiness: Al-powered insights help
companies prepare for audits more efficiently.

- Enhanced Decision-Making: Data-driven compliance
strategies lead to improved regulatory outcomes.



Comparison to Alternatives

Unlike traditional regulatory intelligence tools, Atlas Compliance
offers:
- Real-Time Updates: Access the latest regulatory reports
before they are publicly available.
+ Al-Powered Insights: Advanced analytics for trend
identification and predictive compliance.
- Customizable Dashboards: Tailor insights to specific
business needs.
* Proactive Compliance Management: Alerts and
recommendations for regulatory actions.

Key Stats:

1.50% of FDA Warning Letters result from GMP violations.

2.1,500+ Recalls Annually affect pharmaceuticals, food, and
cosmetics.

3.2-Year Approval Delay can occur due to unresolved FDA
warning letters.

4.80% of Recalls are caused by labeling errors.

5.10,000+ Annual FDA Inspections cover drugs, medical
devices, and more.

6.Form 483 Responses impact future inspectionrigor.

7.Warning Letters may lead to market withdrawals.

8.Non-Compliance Costs can reach $10 million per recall.

In the next decade, 70% of regulatory inspections are expected to be
data-driven, making proactive compliance management more crucial
than ever. Companies that invest in Al-powered insights today will not
only reduce risk but also position themselves as leaders in regulatory
excellence for tomorrow's market.
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