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Medical device manufacturers face steep hurdles when moving off Agile PLM—complex compliance requirements, rigorous traceability
needs, and massive volumes of structured and unstructured data. AppsAccelerate for Med Device delivers a purpose-built solution to
modernize PLM while supporting regulatory and product development goals.

Why Move to Oracle Cloud PLM?

v Move from an unsupported or end-of-life product (Agile) to V" Transition to a more secure environment leveraging Oracle’s
a fully supported Oracle Cloud PLM platform with quarterly latest security tools
enhancements

V' Eliminate complex integrations between Agile and ERP systems
V' Easier adoption of new functionality through Oracle’s

quarterly release cadence v’ Extend the digital thread through a unified, cloud-based

product data model
v" Deliver a unified user experience across product, quality,

and supply chain teams v Reduce or eliminate third-party support fees associated with

Agile.

Key Features & Benefits

« Structured and unstructured Agile content conversion (6 TB+
examples)

1. Med Device-Specific Conversion Framework

Tailored to support GxP requirements and product . PX extension conversion and workflow redesign

lifecycle compliance.
Y P - Blended data extraction across Agile and ERP to create a

- Map Agile use cases (Iltems, Changes, Docs, Quality Plans) to unified product record
Oracle Cloud

« Redesign objects and workflows for DHF, DMR, and DHR 3. PLM TUUIS & compliance-uriented IP
alignment

Accelerate implementation with proprietary Apps-

- Validate both data and new processes per life sciences
developed accelerators.

standards
« Product registration guidance for regulatory bodies (FDA, + Automation scripts for extraction and loading
EUDAMED, and more) - Validation planning and documentation aligned with client

SOPs

« Prebuilt integrations for regulatory reporting

« Manage compliance with ISO 13485, CFR 820, and CFR Part 11
« Support for 510(k), UDI, and other product registration types

+ Integrated Quality Management System for CAPAs, NCMRs,

audits, and more 4 Change Management f0r RegUIated TeamS

Drive adoption with structured support and training.
2. High-Volume Data Conversion and
Optimization

Confidently migrate large Agile datasets with purpose-
built tools.

- Training and enablement for regulated users
« Change control alignment and GDP-compliant documentation

« 4-week hypercare post go-live
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Solution Snapshot: PLM Data Flow in Action
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Apps Associates brings a rare combination of Oracle Cloud
PLM and medical device expertise. We’ve supported some
of the industry’s most complex migrations and maintain
active collaboration with Oracle Product Development to

ensure alignment with roadmap and regulatory priorities.

About Apps Associates

Apps Associates is a premier enterprise applications and technology advisor, our Strategl[: Partners

counseling and executing across every stage of the enterprise transformation
journey—not just the destination. For more than two decades, Apps Associates has
closely collaborated with decision makers across nearly every industry, offering end- ORACLE ‘ Partner
to-end integration, modernization, and cloud migration services. By helping to break
down the silos within today’s most complex business challenges, Apps Associates
is unlocking solutions and efficiencies that scale into future opportunities.

To learn more about how Apps Associates can help you align your business with o ®
the right technology, visit: www.appsassociates.com, or follow Apps Associates on \? apps aSSOCIa tes

social media on Youtube and LinkedIn.
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