
Proven Process  
for AICA Implementation

   Watch a demo      1-833-FDA-GROUP+

$ $ $ $

Introductory 
Conversation

•	 About Us /  
About You

•	 Needs Assessment

•	 Identify Pain Points 
& Opportunities

•	 Outline Desired 
Outcomes

•	 AICA Software 
Demo

•	 AICA Capabilities 
& Benefits 
Description

•	 Solution Options  
& Pricing

•	 Implementation 
Process Overview

•	 IT Security and 
Requirements

•	 MSA / Contractual 
Agreement

•	 Supplier 
Qualification 
Questionaire

•	 Security & 
Compliance Review

•	 Confirm Timeline & 
Access

•	 White Glove AICA 
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https://www.youtube.com/watch?v=wPmV0qVW_VsW_Vs


Auditing needs 
an upgrade. 
Meet AICA.

HOW AICA TRANSFORMS COMPLIANCE AUDITING:

	$ Audit 100% of your QMS documentation against  
selected regulations, not just samples.

	$ Process 1,000+ pages in minutes, instantly flagging 
gaps and remediation actions.

	$ Generate inspection-ready reports with precise  
regulatory observations and criticality.

	$ Customize audits by regulation to match products,  
markets, and inspection focus.

+

Reports include gap 
analysis, regulatory 
citations, prioritized 
actions, and executive 
dashboards. AICA 
supports internal 
and supplier audits 
and prepares your 
organization for 
official government 
regulatory inspections.

WHY THE FDA GROUP?

The FDA Group is in business to enhance the quality of people’s lives. Our purpose 
lies in discovering meaningful ways to apply our experience, expertise, and passion for 
quality in everything we do. AICA represents the next evolution of that mission—bringing 
decades of regulatory expertise into an AI-powered platform that makes compliance 
faster, more accurate, and more accessible for life science companies of all sizes.

THE FDA GROUP’S AWARDS AND ACCREDITATIONS:

WHAT IS AICA?

AICA (Audit Intelligence Compliance Assistant) is a powerful AI tool purpose-built for 
pharmaceutical and biologic compliance auditing. Unlike generic AI tools, AICA was trained by 
15+ regulatory professionals on real quality documentation. Upload your policies and procedures, 
select which regulations to audit against, and AICA identifies gaps between what your documents 
say and what regulations require—in minutes instead of days or weeks.

HOW AICA WORKS:

AICA accepts direct document uploads to analyze your  
QMS documentation. The AI systematically evaluates 
documents against each applicable regulation, identifying 
gaps and best-practice opportunities. You then review the 
AI-generated observations, include or exclude findings as 
appropriate, and generate an audit report complete with 
regulatory citations, suggested corrective actions, and a full  
list of documents reviewed.
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