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Validation Services
V2 Bio-Consulting provides Validation Management for the development of projects and/or major expansions preparing for cGMP operations and registration. V2 is a key provider responsible for Validation Management associated with construction, start-up, commissioning and validating your company’s and/or contract facilities. We will manage the validation for conformance with the client’s internal policies, procedures, partner requirements and external regulations and standards (State, Federal – US and EU). 
V2 Validation Management Services are tailored for each client but can include the following responsibilities:

· Manage validation activities to ensure compliance to GMP, FDA/MCA regulations 
· Manage the validation of Manufacturing and Laboratory Equipment, Systems, Computers, Lab Methods and Processes 
· Provide input to the client’s internal audit team as requested
· Manage team member assignments to assure tasks are completed accurately and to schedule
· Design, develop, and execute validation protocols
· Review and approve Engineering Change Controls, Plant Validation Protocols and Reports
· Serve as team members for new product introductions, regulatory compliance initiatives, and implementation of process improvements
· Establish, coordinate and champion the site Master Validation Plan, executing activities in accordance with the schedule, validation policy and available resources; write and revise SOPs as necessary
· Responsible for reviewing and improving validation philosophy, practice, and procedures to ensure the highest standards; establish and ensure maintenance of training programs for validation personnel
· Provide input for plant operations to meet all regulatory compliance requirements
· Maintain current knowledge of federal and state regulations regarding validation and cGMP's and proactively champion validation initiatives to meet same
· Work with the Document Control function to maintain adequate records such as systems and equipment drawings, specifications, protocols, schedules, validation records and reports, etc.
www.v2bio.com
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