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Loftware Partners with USDM Life Sciences to Deliver Validation Accelerator Pack for Medical Device Companies
New Solution Simplifies Compliance, Increases Productivity and                 Minimizes Validation Costs

Portsmouth, NH — April 18, 2016 – Loftware, Inc., the global leader in Enterprise Labeling Solutions, announced today that they have partnered with USDM Life Sciences, a leading global regulatory consulting firm in the life sciences industry, to deliver the Loftware Validation Accelerator Pack (VAP). The Loftware VAP enables medical device companies to quickly and cost-effectively implement and maintain a validated and compliant labeling solution. It complements Loftware Spectrum, the industry’s most powerful labeling solution designed to address the unique complexities and regulatory requirements of labeling in the medical device space.
The Loftware VAP, which enables Loftware’s medical device customers to validate Loftware Spectrum to meet FDA and EU regulatory requirements, provides a standardized approach for ongoing validation. The Loftware VAP paired with Loftware Spectrum’s configurable workflow framework and eSignature capabilities provides a jump-start towards validation and helps to facilitate 21 CFR Part 11, underscoring Loftware’s ongoing commitment to medical device labeling.
USDM’s VAPs have proven to help companies meet the requirements of the FDA and other Regulatory Agency validation requirements for computer systems and equipment supporting regulated functions.  
“The UDI Final Rule certainly resulted in medical device companies updating or implementing new systems and equipment that require validation,” stated Jay Crowley, Vice President of UDI Services and Solutions at USDM Life Sciences.  “The Loftware Validation Accelerator Pack (VAP) helps these companies meet compliance requirements while reducing validation time and costs by up to 50%, achieving better efficiency and a competitive edge.” 
Loftware and USDM developed the Loftware VAP to be comprehensive and include key components for validation and compliance in the medical device field: 
· Validation Plan
· System Requirement Specifications
· Functional Risk Assessment
· Installation Qualification
· Operational Qualification
· Performance Qualification
· Traceability Matrix
· Validation Summary Report
· Vendor Audit Report
· 21 CFR 11 Assessment. 
The package is a set of complete set of content rich validation templates that are ready to be configured to reflect each customer’s configuration decisions.
“Our partnership with USDM is a perfect complement to Loftware Spectrum which provides unrivaled capabilities for meeting the complexities of labeling in highly regulated industries,” stated Josh Roffman, Vice President Product Management at Loftware. “With the Loftware VAP, we’re able to further accelerate and streamline the validation process, providing an integrated and comprehensive labeling solution that simplifies compliance, increases productivity and minimizes validation costs,” he added.
Loftware and USDM will be showcasing the new Loftware VAP at the upcoming UDI Conference in Baltimore on April 18 – 19, 2016. For more information on medical device labeling or on the new Loftware VAP, contact Loftware directly or visit Loftware’s Booth #2 at the upcoming show.
About Loftware
Loftware, Inc. is the global market leader in Enterprise Labeling Solutions with more than 5,000 customers in over 100 countries. Offering the industry’s most comprehensive labeling solution, Loftware’s enterprise software integrates SAP®, Oracle® and other enterprise applications to produce mission-critical barcode labels, documents, and RFID Smart tags across the supply chain. Loftware’s design, native print, and built-in business rules functionality drives topline revenue, increases customer satisfaction, and maximizes supply chain efficiency for customers. With over 30 years of industry leadership, Loftware’s Enterprise Labeling Solutions and best practices enable leading companies to meet their customer-specific and regulatory requirements with unprecedented speed and agility.

About USDM Life Sciences: 
USDM Life Sciences has more than 16 years of experience supplying clients in the life science and healthcare industries with compliance services while partnering with best of breed organizations to help companies simplify, unify and optimize their business and compliance objectives.  USDM Life Sciences is a leading global regulatory consulting firm providing compliance, validation, qualification, quality, auditing and information technology services via project teams and staff augmentation to our clients in the medical device, biotechnology, biologics, diagnostics and pharmaceutical industries.  For more information, please visit www.usdm.com.
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