Enhanced Compliance Cloud

In the complex landscape of pharmaceuticals, ensuring comprehensive traceability on a global scale poses significant
challenges. Maintaining control internally over an ever-evolving master data set is generally challenge enough,
especially with a complex technology infrastructure. Updating the data in your trading partner systems you obviously do
not control or even have access to is nearly impossible, yet it is a real hindrance to the continuous flow of goods.

Automated and efficient compliance

Enhanced Compliance Cloud returns control to companies over the data impacting their direct and indirect trading partners. This
cloud-based innovation integrates key modules, including Global Master Data, Proactive Partner management, WEEs and
Exception Investigator, to deliver a holistic and agile solution. Enhanced Compliance Cloud is used by major brands including
Kowa, US Antibiotics, Morris & Dickson, Smith Drug Company, Walmart Health, and more.
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ATP Authorized Trading Partner SOM Suspisous Order Monitoring
« Proactive partner management including state and federal « Monitor and track suspicious ordering activities of controlled
license status. substances.
« Medpro and NABP integrations for real time data queries. « Automated alerting based on aggregated quantities and ordering
behaviors.

» Secure record storage for audit and inspections.
< Visibility at the ingredient level to ensure compliance.

FDA 391
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FDA 3911 Report POLICIES AND SOPS
» Automatically generate US FDA 3911 suspect product reporting. < Full set of policies and SOPs to adhere to federal and state regulatory

« Support compliance with 24 hour FDA-reporting requirements. requirements.
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SYSTEM VALIDATION
* Complete compliance with FDA CFR 21 Part 11.

« Secure and accessible document storage with comprehensive version
control.

» Ensure secure and reliable connections between trading partners.
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Benefits

Enhanced Transparency
Achieve unparalleled visibility into the entire supply chain.
Real-time updates on product movements and status.

Operational Streamlining
Automated processes reduce manual efforts. Seamless
collaboration with trading partners.

Business Impact

Improved Efficiency
Streamlined operations lead to increased efficiency. Reduced
risks of errors and delays in product movements.

Strategic Decision-Making
Access to real-time and historical data for strategic planning.
Proactive responses to supply chain dynamics.

Complementary Clouds

Global Traceability Cloud

Global Traceability Cloud is designed to empower
pharmaceutical companies with unparalleled global
traceability capabilities.

Enhanced Compliance Cloud
In addition to Traceability, adhere to other critical compliance
requirement including cGMP, Part 11, SOM, ATP.

Actionable Insights
Access detailed analytics for informed decision-making.
Customizable reports cater to specific business needs.

Global Compliance

Ensure compliance with country-specific serialization
regulations. Mitigate risks associated with diverse global
standards.

Market Adaptability

Stay compliant with varying international regulations. Adapt
quickly to changes in the global pharmaceutical landscape.

Supply Chain Cloud

Manage product movement beyond 4-walls. Resolve supply
chain exceptions with Investigator, and gain customer and
product insights with Big Data Analytics.
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