An Optimal Solution for Pharmacovigilance na e JAZZ
Management for your Organization ==: SAFETY

JAZZ SAFETY is a fully-validated and web based Pharmacovigilance Database System which enables pharma
organizations an “end-to-end” safety management during clinical development and post-marketing phases

JAZZ SAFETY enables management of safety reports associated with drugs, medical devices or biologic
products and for any type of safety-related information (eg., adverse reactions, medication error)

Flexible to fit to the local and/or regional pharmacovigilance structure and processes of your organization
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Data collection O Electronic AE forms (e.g., for Call Center, sales representatives, patients, health professionals)

Data processing O Processing of initial & follow up reports
¢ Automated ICSR processing workflow with configurable timelines to optimize efficiency and effectively
manage increasing case volume & complexity
¢ Database architecture developed in line with ICH E2B (R3)
O Extensive data validation, cross-field validation checks and use of pick lists
¢ MedDRA browser and Organization‘s Product Library integrated
¢ e-storage of source documents
¢ Auto-narrative tool

Medical evaluation ¢ Medical evaluation module integrated
O Exporting of customized data listings
¢ Dynamic reporting trends per product & geolocation

Regulatory O Regulatory compliance module
notification ¢ Case exporting in harmonized formats (e.g., CIOMS, E2B xml) and local Authority forms
¢ Standard line listings extraction for PSURs and custom reports library
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