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EXECUTIVE SUMMARY

Regulatory reporting and submission processes in highly regulated industries (banking, insurance, pharma, life sciences) are
extremely complex, time-consuming, and error-prone. Manual preparation of reports for FINMA, EU regulators, Swissmedic,
EMA, and others consumes thousands of hours and carries significant compliance risk.

This whitepaper presents a sovereign Agentic Al playbook for fully automating regulatory submissions — delivering faster,
more accurate, and fully auditable reporting with minimal manual effort.

Key Outcomes

® 60-85% reduction in regulatory reporting workload

e Significantly lower risk of errors, omissions, and penalties

e Automated generation of complex reports (PSUR, DSUR, RMP, FINMA filings, etc.)
e Real-time compliance monitoring and proactive gap detection

e Full explainability and audit trails for every submission

e Complete data sovereignty on Swiss Exoscale SKS infrastructure

Built on the Singularity Agentic Platform, this playbook enables regulated organisations to transform regulatory affairs from a
heavy burden into a strategic advantage.

INTRODUCTION

Regulatory submissions have become one of the most demanding areas of compliance. The volume, complexity, and
frequency of required reports continue to grow, while regulators demand higher levels of transparency, timeliness, and data
integrity.

Sovereign Agentic Al offers a powerful solution: intelligent agents that can understand regulatory requirements, extract
relevant data from multiple systems, reason through complex filings, generate high-quality submissions, and maintain

continuous compliance monitoring.

This playbook provides a complete, production-ready framework for regulatory submission automation.

THE CHALLENGE



Regulated organisations face increasing difficulties with regulatory reporting:

e Extremely complex and frequently changing requirements

e Massive manual effort to collect, validate, and format data

e High risk of errors, inconsistencies, or missed deadlines

e Limited visibility into compliance gaps across the organisation

e Growing scrutiny from regulators (EU Al Act, FINMA, Swissmedic, EMA)
e Shortage of experienced regulatory affairs professionals

Traditional document automation and basic reporting tools lack the reasoning power needed for these complex, context-
dependent tasks.

OUR APPROACH - THE SOVEREIGN REGULATORY SUBMISSION AGENT CREW

The Singularity Regulatory Automation Framework deploys a coordinated crew of autonomous agents:

e Regulatory Intelligence & Requirement Analysis Agent
e Multi-Source Data Aggregation Agent

e Document Generation & Formatting Agent

e Compliance Validation & Gap Detection Agent

e Submission Orchestration & Tracking Agent

e Continuous Monitoring & Update Agent

These agents work together using stateful LangGraph orchestration to monitor regulatory changes, collect data, generate
submissions, and ensure full compliance.

All agents operate inside isolated sovereign namespaces on Exoscale SKS in Swiss data centers.

TECHNICAL ARCHITECTURE

Core Components:

e Orchestration: LangGraph for complex, long-running regulatory workflows

¢ Inference: Ollama with domain-specific regulatory and compliance models

e Memory: Qdrant vector database for regulatory knowledge base and precedent filings

e Automation: n8n for integration with core systems, document repositories, and regulatory portals

e Observability: Full explainable audit trails for every generated report
Key Capabilities:

e Continuous monitoring of regulatory changes
® [ntelligent data mapping and validation
e Automated generation of complex structured and narrative reports

® Pre-submission compliance checking



IMPLEMENTATION GUIDE

12-Week Regulatory Submission Automation Implementation Roadmap

Phase 1: Foundation (Weeks 1-3)

® Regulatory landscape mapping and priority submission identification
e Data source integration assessment

e Singularity Platform tenant provisioning (Enterprise tier)
Phase 2: Agent Development & Integration (Weeks 4-8)

e Build core intelligence, data aggregation, and generation agents
e Training on historical submissions and regulatory guidelines

® |Integration with core business and document systems
Phase 3: Validation, Pilot & Scale (Weeks 9-12)

e Parallel run with existing manual processes
e Full regulatory and data protection review

® Rollout and regulatory affairs team training

EXPECTED BUSINESS IMPACT & ROI

Typical Results for Banks, Insurers, and Pharma Companies:

Metric Improvement Annual Value
1 Reporting Cycle Time -60% to -85% Major efficiency gain
2 Manual Effortin Regulatory Affairs -55% to -75% Staff reallocation
3 Compliance Risk & Penalties Significantly reduced Risk mitigation
4 Submission Accuracy & Consistency  Strong improvement Better regulator relations
5 Total Expected ROI Strong positive Fast payback through efficiency

REGULATORY COMPLIANCE & GOVERNANCE

The framework is purpose-built for regulated environments:

e Full alignment with EU Al Act high-risk obligations

e Swiss FADP / DSG and GDPR compliance

e Automated generation of audit-ready documentation

e Comprehensive explainability for every data point and decision

e Human-in-the-loop approval for final submissions

CONCLUSION AND FUTURE OUTLOOK



Regulatory submission processes no longer need to be a heavy administrative burden. Sovereign Agentic Al enables
organisations to automate complex reporting with speed, accuracy, and full transparency — while maintaining complete data
control within Switzerland.

Companies and institutions that implement this playbook will reduce costs, lower risk, improve regulator relationships, and free
up valuable talent for higher-value strategic work.

The future of regulatory affairs is intelligent, automated, and sovereign.
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