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Executive Summary

Why Compliance is More Than Avoiding Fines

Think about the last time you had to renew your driver’s license, passport, or even update the
software on your phone. At first, it feels like a chore—something you put off until the deadline is
looming. But once it's done, you realize the peace of mind that comes with knowing you're
protected, secure, and ready for whatever comes next. Compliance in the supply chain works the
same way. It's not about paperwork for the sake of paperwork—it's about giving your
organization the confidence and resilience to keep moving forward without disruption.
Compliance today is no longer just about avoiding penalties. Today it's about:

a Accelerating approvals for new therapies and devices.

e Winning customer trust through transparent, auditable supply chains.

e Gaining market access in both the U.S. and EU without costly delays.

This Blueprint Provides a Step-by-Step Guide to:
0 Audit your current supply chain and IT systems.

e Understand evolving U.S. and EU regulations.

e Deploy automation and Al to reduce risk.

6 Build workflows that deliver traceability, real-time alerts, and reporting compliance.

With the right approach, compliance becomes more than checking a box—it becomes a way to
future-proof your operations.



The Regulatory Landscape

Compliance Across Borders: U.S. & Global

U.S. Regulations

DSCSA (Drug Supply Chain Security Act):

By November 2024, full electronic interoperability across the
supply chain is required. Pharma companies must ensure item-level
serialization, verification of returned products, and data-sharing across
trading partners. Non-compliance risks include product quarantines,
delayed shipments, and loss of licensure.

FDA PreCheck:

Designed to streamline regulatory submissions and accelerate time to
market. PreCheck-ready companies need validated digital systems that
can generate accurate, regulator-ready submissions at speed. Errors or
inconsistencies mean delays—and in pharma, delays translate to
millions lost.

EU & Global Regulations

EU Al Act:

The first comprehensive global regulation for Al. High-risk use cases
(like supply chain decision-making or automated quality checks) require
explainability, bias testing, and clear audit trails. Global companies
cannot afford to ignore this act if they sell into the EU market.

MDCG Guidance:

Sets strict expectations for medical device documentation and reporting.
This includes technical files, post-market surveillance, and clinical
evaluation reports. For companies with global distribution, aligning
systems with MDCG standards ensures smoother EU approvals.

Global supply
chains mean
global
regulations. You
need a unified
compliance
strategy that
handles both U.S.
and EU




Compliance Roadmap

Map existing workflows.
Assesment |dentify manual processes vulnerable to errors.

Compare system capabilities against DSCSA, FDA, Al Act, and
MDCG requirements.
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Dat Consolidate data from multiple ERP/WMS/CRM systems.
ata Standardize formats to enable interoperability.
Foundation Establish master data governance policies to ensure accuracy.

Upgrade or extend ERP/WMS platforms with compliance modules.
Implement serialization and verification tools.
Build Al governance features (audit logs, transparency reports).
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Replace manual compliance reporting with automated triggers.
Automation * Implement smart alerts for nonconformances.
+ Build workflows that handle U.S. and EU reporting simultaneously.

Validate system performance against compliance scenarios.
Test|ng & Conduct mock audits to prepare for regulator inspections.

. . Leverage automated testing platforms to ensure repeatability
Validation and accuracy.
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. Deploy dashboards for real-time compliance tracking.
Continuous Automate alerts for data gaps, missed reports, or failed transactions.
Monitoring Plan quarterly system reviews to adapt to evolving regulations.




Compliance in Practice

Traceability Workflow (DSCSA):

Each step generates an electronic record.

Each .plr.odgct —>| Data cakptqred > \égrif_igd by |_> Igfgh;ﬂ > Confirmfed alt
serialize at packaging istributor orovider patient leve
Reporting Workflow (FDA/MDCG):
Eliminates manual reporting lag.
System Automated , ,
Ad'verse e\llent —> compiles —| regulatory |—> Cor;flrmaoflon
triggers alert required data submission 088€
Reporting Workflow (FDA/MDCG):
Automated alerts generate accurate reports ready for regulators.
Escalation rules Notification sent . Automated
Event detected |~ assign —| to responsible Resolution — audit log
, documented
ownership team created

Global Perspective:

U.S. workflow emphasizes serialization and returns verification.

EU workflow emphasizes Al transparency and medical device reporting. Both must be
managed within a single compliance-ready system.



Common Compliance Gaps & Fixes

Where Companies Struggle and How to Get Ahead

Even companies with mature supply chain systems often stumble when regulations shift. The
most common failures aren’t due to lack of effort, but because systems weren't built to
handle today's level of complexity. Compliance gaps tend to snowball: one missed data
capture leads to reporting delays, which leads to regulatory questions, which can ultimately
result in costly penalties or even lost market access. By being proactive and addressing these
weaknesses now, organizations can avoid fire drills later.
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Gap

Manual tracking

Fragmented systems

Lack of testing

No real-time alerts

Global blind spots

Risk

Prone to human error, delayed
compliance, inconsistent reporting

Disconnected platforms create reporting
blind spots, higher audit failure rates

System failures discovered too late,
rejected submissions, costly delays

Compliance breaches go unnoticed until
it's too late, higher regulatory risk

U.S.-focused systems overlook EU rules
(and vice versa)

Fix with Tryon Solutions

Implement automated traceability
workflows that log every transaction
digitally.

Integrate ERP/WMS/CRM into a single
compliance-ready data foundation.

Use automated testing and validation to
ensure systems perform under real
regulatory conditions.

Deploy smart alerting and escalation
workflows with audit logs.

Build dual-track compliance systems
that handle DSCSA + FDA + Al Act +
MDCG in one framework.

Each of these gaps on its own may feel manageable—but together, they create fragile systems
that can crack under pressure. Closing them with automation, integration, and ongoing
validation creates resilience and keeps compliance from becoming a bottleneck.
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Turn Compliance into Your Competitive Advantage

Compliance is constantly evolving, and internal teams are often too busy with daily operations
to keep up. A partner isn't just extra help—it's a force multiplier.
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Specialized Expertise: Regulations like DSCSA, FDA PreCheck, the EU Al Act, and MDCG guidance
are nuanced and constantly evolving. A partner that lives in this space brings immediate clarity
and proven playbooks.

Proven Methodologies: Instead of reinventing the wheel, a partner offers frameworks and
accelerators to shorten timelines, reduce errors, and simplify compliance upgrades.

Scalability: As your operations expand—new facilities, new markets, new partners—a partner
ensures your systems scale without adding compliance risk.

Neutral Perspective: Internal teams are sometimes too close to the systems to see weaknesses. A
partner provides an objective lens to identify risks you might overlook.

Future Readiness: A good partner doesn't just fix today’s problems—they help you anticipate
tomorrow’s. That means fewer surprises, smoother audits, and stronger competitiveness.

Your Compliance Blueprint, Ready to Use

The landscape of life science compliance is shifting rapidly. Staying ahead requires systems that:
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Automate compliance tasks instead of relying on manual processes.
Integrate global regulations into a single streamlined framework.
Provide visibility with dashboards, alerts, and traceability from end-to-end.

Adapt continuously as DSCSA, FDA, Al Act, and MDCG requirements evolve.

Review. Assess. Act.

Download the blueprint, pinpoint your gaps, and schedule a consultation
with Tryon Solutions to create your tailored compliance plan.
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