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SECTION O1 - THE MARKET REALITY T —

The New Commercial Requirement

The EU Al Act is now an immediate commercial requirement. Enterprise buyers are

updating vendor questionnaires to mandate compliance evidence.

Blocked Procurement Deal Velocity Loss Regulatory Exposure

Deals stalling at the Security & Months lost in back-and-forth Fines up to €35M or 7% of
_egal review stage without legal clarifications that certified global turnover for material
compliance evidence. competitors bypass entirely. non-compliance.

THE "PROVIDER"™ TRAP - A CRITICAL WARNING

Using third-party APIs (OpenAl, Anthropic) does not transfer compliance liability. If you ship an LLM
under your own trademark, you are legally the Provider — subject to Article 11 (Technical

Documentation) and Article 17 (Quality Management Systems).
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SECTION O2 - RISK CLASSIFICATION & COMPLIANCE

The Four-Tiered Risk Architecture

RISK TIER

P ey align

Unacceptable

High-Risk

Limited Risk

Minimal Risk

DEFINITION & SAAS EXAMPLES COMPLIANCE OBLIGATIONS
Social scoring, subliminal manipulation, Strictly prohibited. Must be
predictive policing, real-time biometric decommissioned immediately.

survelllance.

HR: CV screening. FinTech: Credit scoring. Conformity assessments, Risk
EdTech: Exam grading. Critical infrastructure.Management (Art. 9), CE Marking,
audit trails.

Chatbots, Al-generated content, deepfakes, Transparency obligations — users
emotion recognition systems. must be informed they interact
with an Al system.

Spam filters, Al-enabled gaming, inventory No mandatory obligations.
optimization, recommendation engines. Voluntary codes of conduct are
encouraged.
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SECTION O3 - THE STRATEGIC BRIDGE PO nev asgn

Bridging the Gap: 01
ISO/T1EC 42001 Satisfies EU Al Act QMS

Directly fulfills Article 17's Quality Management

Enterprise procurement teams want verifiable System requirement with documented, traceable

frameworks, not raw legal texts. ISO/IEC 42001

Is the auditable operational standard that maps

Processes.

02

directly onto EU Al Act requirements. Universal Trust Signal

A globally recognized standard that bypasses

"ISO 42001 alignment (ransforms regulatory lengthy custom due diligence for Global 2000

burden into a trust signal that Global zoo0 buyers.

buyers actively seek.”

ALIGN - STRATEGIC INTELLIGENCE - 2025 0 3
Accelerated Procurement

Certified vendors report up to 60% faster
enterprise procurement cycles vs. uncertified
peers.
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SECTION O4 - ACTION PLAN N y—

The 48-Hour Technical Readiness Checklist

System Inventory

Map every Al model, external API, and data source in production. Document input/output types, decision

autonomy, and user impact.

Gap Analysis

Map your inventory against Annex lll to determine your classification. Features touching employment, credit,
or education default to High-Risk.

Acceptable Use Policy

Documented, version-controlled policies governing internal GenAl use — preventing IP leakage and shadow Al
proliferation.

Human-in-the-Loop (HITL)

Engineer Ul flows requiring human validation before high-risk decisions are finalized — per Article 14.
Document under Article 11.

These steps can be Initiated immediately. Every enterprise deal in your pipeline may

already be blocked by the absence of this evidence. Begin with System Inventory now.
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YOUR NEXT MOVE

Compliance Doesn't
Have to Be a
Consulting Project.

Stop drowning In legal noise. Transition from
reading regulations to exporting audit-ready

evidence. Nevalign is the turnkey compliance

engine for SMEs.

SECURE EARLY ACCESS - NEVALIGN.COM

DYNAMIC RISK CLASSIFICATION

Automated classification of all Al systems

against the Act's four-tier framework In real
time.

TECHNICAL DOCUMENTATION

Article 1l-compliant documentation
generated automatically from your system
architecture inputs.

ISO 42001 READINESS MAPPING

Gap analysis and remediation roadmap
aligned to the ISO/IEC 42001 standard for Al
Mmanagement systems.



