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Frequently
Asked Questions

Everything you need to know about AICA

The Audit Intelligence Compliance Assistant is Al purpose-built for pharma and biologic
compliance auditing. This document answers the most commmon questions from quality
leaders, IT teams, and compliance professionals evaluating AICA.
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Security and Data Privacy

Will my confidential QMS documents be secure?

Absolutely. AICA is built on a secure, cloud-based infrastructure with enterprise-grade
encryption for all data transmissions. Your confidential documents are stored in isolated,
access-controlled environments.

AICA was trained exclusively on curated biopharma QMS documents explicitly provided for
that purpose by regulatory experts, not on customer data. You retain complete ownership
and control of your documentation at all times. For organizations with stringent security
requirements, AICA can be deployed on your own private cloud infrastructure, ensuring your
documents never leave your controlled environment.

Can documents be deleted after analysis?

Yes. You have full control over document retention. Documents can be deleted immediately
after AICA completes its analysis if you prefer not to store them in the platform. You can

also configure automated deletion policies based on your organization’s data retention
requirements.

What happens to the analysis reports and observations?

Analysis reports and the observations they contain remain in your secure AICA workspace until
you choose to delete them. These reports do not contain your actual QMS documents—only
references to them, along with the gap analysis and recommendations. You can export reports
at any time and manage them according to your internal document control procedures.

Where is my data physically stored?

Your data is stored on Microsoft Azure servers located in the United States. All application
databases and storage services are hosted in the Azure region selected for the deployment,
ensuring that your information remains physically within U.S. data centers. Azure does not move
data outside the country unless explicitly configured for cross-region replication.
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Who has access to my documents?

A very small number of authorized FDA Group employees may access data only when
needed for (1) addressing platform security issues or (2) resolving technical problems you
report. This access is tightly controlled, audited, and restricted under strict privacy and
security policies. All access is RBAC-controlled, encrypted, logged, and fully auditable within
the secure Azure US-based environment.

Accuracy and Reliability

How accurate is AICA? Can I trust Al to identify real compliance gaps?

AICA was designed with accuracy as the primary objective. The platform was trained by FDA
subject matter experts using real-world pharma QMS documents and validated against

known compliance gaps. The training process specifically focused on minimizing false positives
(identifying problems that don't exist) while maintaining sensitivity to genuine compliance issues.

AICA is designed with “human in the loop” as a fundamental principle. Every observation
generated by the Al must be reviewed and approved by a qualified quality professional before
the report is finalized. This validation step ensures that Al-generated findings are contextually
appropriate for your specific organization and products. You have complete control over which
observations are included in the final report.

What if AICA misses something or gets something wrong?

AICA analyzes QMS documentation, including policies, procedures, and work instructions

that describe how your quality system should operate. It identifies gaps between what these
documents say and what regulations require. However, like any audit tool, it should be part of a
comprehensive compliance program that includes:

Review of actual implementation (are you following your procedures?)
Examination of quality records (batch records, test results, etc.)
Personnel interviews and training verification

Physical facility observations

AICA dramatically improves the efficiency and comprehensiveness of the documentation review
portion of audits, but it doesn't replace the need for qualified auditors to verify that your QMS is actu-
ally being implemented as documented. Additionally, during the review process, you can add your
own observations based on institutional knowledge that the Al might not capture, edit Al-generated
observations for clarity or context, or reject observations that don’t apply to your specific situation.
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How does AICA handle complex or nuanced regulatory requirements
that might require interpretation?

This is exactly why AICA was trained by regulatory experts and auditors rather than just
being fed regulatory text. These experts brought their practical understanding of how
regulations are interpreted and applied during actual inspections. When regulations contain
ambiguous language or require professional judgment, AICA provides observations that
reflect realistic regulatory expectations based on this expert training. However, AICA also
recognizes its limitations.

For highly complex, situation-specific requirements, the platform may flag areas for human
review rather than attempting to provide definitive assessments. The platform is designed to
augment expert judgment, not replace it.

What happens when regulations change?

You will be notified when regulations within AICA are updated. Because AICA's regulations are
based on the CFR, changes to them are infrequent and typically accompanied by significant
advance notice from the agency. As notifications of upcoming regulatory changes are
published, The FDA Group works to update the system so that once changes take effect, they
are live within AICA.

In both cases of new regulations being introduced or existing regulations being changed,
customers will receive notification of the updates along with release notes on how the changes
impact AICA's functionality.

How quickly are new regulations added?

We add new regulations according to a set schedule based on our determination of the

most relevant regulations for our customers. Below is a list of the regulations we are currently
working on (update prior to launch and regularly thereafter). If you are interested in regulations
that are not listed, contact your AICA representative to discuss options to add your regulations
of interest to AICA.
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How are changes to existing regulations reflected?

The FDA Group regularly reviews all applicable regulations for additions and other changes

as part of its consulting service, as well as AICA. Changes are first tested internally and once
validated, pushed to the then-current version of AICA. These updates happen at least annually,
though they may be more frequent.

In both cases of new regulations being introduced or existing regulations being changed,
customers will receive notification of the updates along with any additional release notes on
how the changes impact AICA’s functionality.

Implementation and Usage

What does setting up AICA entail?

AICA is a cloud-based, Al-powered SaaS platform. Once you have obtained a use license, The
FDA Group will provide you with a welcome email that contains all necessary information to log
in and access the AICA platform through your web browser. Once you have logged in, AICA is

ready to use; no further setup is required. Simply upload the SOPs you want analyzed to begin
using the software.

If you are interested in on-prem installation for your organization’s private cloud, please contact
your AICA representative.

Recommended Devices:
» Desktop & Laptop Computers: Optimized for modern browsers on Windows
and macOS.
« Tablets: Limited support in the current release phase.

» Mobile Devices: Not supported in the current release phase.

Supported Browsers:

e Google Chrome (latest version) — Fully supported
« Microsoft Edge (latest version) — Fully supported
« Safari (latest version) — Fully supported

« Firefox — Not supported

e Internet Explorer — Not supported
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Do I need technical expertise or IT support to use AICA?

No specialized technical expertise is required. If you can upload documents to a cloud platform
(similar to Dropbox or Google Drive), review audit reports and compliance findings, and navigate
a web-based interface, then you have all the technical skills needed to use AICA effectively. The
platform was designed by regulatory professionals for regulatory professionals, with an intuitive
interface that doesn't require an IT background or coding knowledge.

What file formats does AICA accept?

AICA currently accepts:

PDF files (including scanned documents via OCR)

Microsoft Word documents ((doc and .docx)

These formats cover the vast majority of QMS documentation in the life sciences industry.
Support for additional formats may be added based on feedback and demand.

Can AICA integrate with our existing eQMS platform?

Integration capabilities with eQMS platforms like MasterControl, Veeva Vault, TrackWise, and
others are in development. The goal is to allow AICA to automatically pull the latest versions of
your documents for analysis, ensuring you're always auditing against current documentation.
Right now, document upload is manual, but your feedback on integration priorities will help us
determine which eQMS platforms to prioritize for integration development.

How many documents can I upload at once?

AICA is built on a cloud infrastructure designed to scale. You can upload documents individually
or in batches. The platform can handle everything from small, focused audits (10-20 documents)
to comprehensive enterprise-wide assessments (thousands of documents across your entire
QMS). Processing time scales with document volume, but even large audits are completed in
minutes rather than days or weeks.

The maximum file size per document is 512 MB.
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How do I organize documents for different facilities or product lines?

AICA includes a folder structure in the QMS File Explorer where you can organize documents by
facility, product line, or any other taxonomy that makes sense for your organization.

What if my documents are in languages other than English?

AICA currently only supports English. If you're interested in AICA supporting your non-English
documents, contact your The FDA Group account manager.

Can I run partial audits (just certain procedures) or does it have to
be my entire QMS?

Yes, you can run focused audits on specific subsets of documents. Simply upload and

select the specific documents and regulatory requirements you want to analyze. For more
comprehensive analysis, we recommend running the entire QMS set together. This helps AICA
generate more accurate insights, ensures better context coverage, and supports higher-quality
compliance evaluation.

Regulatory and Compliance

Is AICA itself a validated system? Do I need to validate it before
using it?

This is an excellent question that gets at a common concern about using Al tools in regulated
environments. AICA is a quality tool used to assess documentation, not a system that directly
impacts product quality, manufacturing processes, or patient safety. It functions similarly to
how a human auditor functions—it reviews documents and generates observations for human
review and decision-making.

That said, The FDA Group, in partnership with EPAM, has developed AICA following a rigorous
software development lifecycle with input from a group of regulatory experts. The platform
underwent extensive testing and validation during development to ensure it performs its
intended function accurately and reliably.



We recommend treating AICA outputs as preliminary audit findings that require human
validation—which is exactly how the platform is designed to be used (human in the loop). The
observations AICA generates should be reviewed by qualified quality professionals before being
acted upon, just as you would review findings from any audit team member.

Can I use AICA’s reports for regulatory submissions or show them to
FDA investigators?

AICA's reports are designed to support internal audits, management review, and audit
preparation, all of which are required by many common regulations. The reports can serve as
evidence that you're conducting systematic QMS assessments as required.

However, we recommend treating AICA as an internal audit tool. The reports document gaps
you've identified and corrected, demonstrating proactive compliance management. If an FDA
inspector asks how you conduct internal audits, you can certainly explain that you use Al-assisted
audit tools to achieve more comprehensive coverage than traditional sampling-based approaches.

Some organizations may choose to share AICA reports with regulatory auditors as evidence of

their systematic approach to compliance monitoring. Others may prefer to use AICA internally
and generate separate audit reports in their standard formats. Either approach is valid, and the
choice depends on your comfort level and regulatory strategy.

What specific regulations does AICA currently support?

AICA currently includes full, operationalized coverage of the following CFR Parts:

Title 21 CFR Part 11 - Electronic Records; Electronic Signatures

«  Subparts A-C: Includes controls for closed/open systems, electronic signatures,
system validation, audit trails, and identity controls.

Title 21 CFR Part 211 - Current Good Manufacturing Practice for Finished Pharmaceuticals

. Subparts A-K: Includes personnel qualifications, facilities and equipment,
production and process controls, packaging/labeling, laboratory controls, records
and reports, returned/salvaged product procedures.

Title 21 CFR Part 600 - Biological Products

«  Subparts A-D: Includes establishment standards, recordkeeping, postmarketing
reporting, shipment/temperature controls, inspection standards.

These CFRs are fully implemented and mapped at the section and subsection levels for
audit readiness within AICA.



Regulations in Development*
The following CFR Parts and FDA guidance documents are currently being added to AICA:

Key CFR Additions:
21 CFR Part 50 - Protection of Human Subjects

21 CFR Part 54 - Financial Disclosure by Clinical Investigators

21 CFR Part 56 - Institutional Review Boards (IRBs)

21 CFR Part 58 - Good Laboratory Practice (GLP)

21 CFR Part 312 - Investigational New Drug Application (IND)

21 CFR Part 314 - Applications for FDA Approval to Market a New Drug
21 CFR Part 320 - Bioavailability/Bioequivalence Requirements
Expanded 21 CFR Part 11 for clinical systems

Key FDA Guidance Documents in Scope:

ICH E6(R2) - Good Clinical Practice

ICH E9 - Statistical Principles for Clinical Trials

CPGM 7348 .811 - Bioresearch Monitoring Program

FDA Guidance: Risk-Based Monitoring of Clinical Investigations

FDA Guidance: Computerized Systems Used in Clinical Investigations

FDA Guidance: Investigator Responsibilities

*These will be available for functional testing but will not be fully validated until we
engage with external organizations using real QMS documentation. Partnering groups will
play a critical role in shaping and validating these modules.

Is AICA available for medical device regulations?
(150 13485, FDA QMSR, EU MDR, EU IVDR, ISO 9001)

AICA currently supports pharmaceutical and biologic compliance auditing, with full coverage
of 21 CFR Parts 11, 211, and 600, and additional clinical-focused CFR parts and ICH guidance
documents in active development.

Expansion into medical device regulatory frameworks including ISO 13485 and FDA QMSR (21
CFR Part 820) is planned as part of AICA’s product roadmap. While these modules are not yet
available, development sequencing is underway and we anticipate phased expansion based on
customer demand and partnership opportunities.

If medical device compliance is a priority for your organization, we're actively seeking partner
organizations to help shape and validate these new modules. Partnering organizations
contribute real-world QMS documentation that helps us build more accurate, practical
coverage and get early access to new regulation modules as they're developed. Contact our
team to discuss roadmap alignment and early access opportunities.
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Are new regulations added automatically or do I need to request them?

New regulations are added according to a set schedule based on The FDA Group's
determination of the most relevant regulations for customers. When new regulations are added
or existing ones updated, customers receive notification along with release notes on how the
changes impact AICA's functionality. If you are interested in regulations not currently listed,
contact your AICA representative to discuss options for adding them.

Are new regulations added automatically or do I need to request them?

No. AICA currently audits your QMS documentation against published regulatory requirements
(CFR Parts and FDA guidance documents). It does not support auditing against custom internal
company standards or proprietary procedures.

Contact and Support

Who do I contact if I have questions or need support?

Support is built directly into the platform. You can report an issue or submit a feedback form
from within the application itself, and there's also a contact support option that routes to the
AICA team. Expectations are clear from day one. For enterprise clients with more complex
deployments, enhanced SLA commitments can be negotiated.

What if I encounter a bug or technical problem?

Report it immediately through any of the support channels above. Your bug reports and
problem descriptions are invaluable feedback that makes AICA better for everyone. We'll work
with you to resolve any technical issues quickly, and we'll keep you informed about fixes and
updates as they're implemented.
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Pricing

How does pricing work?

AICA is priced through a hybrid model combining an annual platform subscription with a
per-page usage fee for documents analyzed — structured the same way leading compliance
platforms are priced.

Your subscription tier scales with your organization’s size and complexity, per-page rates come
down as volume goes up, and every document has a built-in page cap so there are no billing
surprises on long SOPs or other documents.

Rather than publishing a static rate card, we scope pricing through a brief discovery
conversation, which ultimately works in your favor, ensuring you're only paying for the capacity
you'll actually use and that the model is calibrated to your real document volume and
compliance footprint.

Getting Started

What information do I need to provide to get started?

Very little, by design! Once you're onboarded, you simply provide the email address(es) of the
end users who will be accessing the platform and we'll send them a welcome email with
everything they need to get in. No lengthy intake forms, no facility counts, no regulatory scope
documentation required upfront. The heavier-lift conversations — IT security requirements,
supplier qualification, contract details — happen during the agreement phase before you get to
that point, so by the time you're setting up accounts, the hard work is already done.

What's the typical onboarding timeline from contract to first audit?

About one to two weeks from signed agreement to running your first audit. The process moves
through a defined sequence — agreement processing, security and compliance review, white
glove implementation setup, and a training and workflow orientation — but it's designed to
move efficiently. The goal is to get you to first value fast, not to drag you through a lengthy
enterprise software implementation. Your account manager follows up within the first week to
make sure you're up and running and to answer any early questions.
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Do you provide implementation support or is it self-service?

Both, in the right proportion. AICA is built to be intuitive enough that you can start uploading
documents and generating audit reports without hand-holding. But we don’t just hand you a
login and wish you luck — every new customer receives a white glove implementation setup, a
training and workflow orientation session, and a dedicated customer success manager. There's
also technical support and a human escalation path for anything that needs real attention.

If your organization has specific regulatory requirements or custom workflow needs, we can
accommodate those too.
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Still Have Questions?
Contact Alan Greathouse at agreathouse@thefdagroup.com

or visit aica.thefdagroup.com.




