[image: image1.png]



Regulatory Affairs Services
V2 Bio-Consulting can provide strategic and operational regulatory support for development projects/major line extensions from development, registration and approval through post approval commitments and assistance to multidisciplinary project teams. We can be a key provider responsible for the implementation and maintenance of your company’s Regulatory Affairs activities to ensure compliance with internal policies, procedures, partner requirements and external regulations and standards (State, Federal – US and EU). 

V2 Regulatory Affairs Services are tailored for each client but can include the following responsibilities:

· Assist client management with regulatory activities as required
· Provide assistance for key projects including the timely preparation of the Regulatory Functional Plan (RFP), Regulatory Strategies, Target Product Information (TPI), Summary of Product Characteristics (SmPC), Health Authority (HA) Briefing Books, INDs, NDAs, CTA's, US or International Registration Dossiers (IRDs/CTDs), annual reports and other relevant regulatory documents
· Provide insight and guidance to develop and implement strategies for earliest possible approvals
· Provide consulting and feedback to client and the regulatory team in executing appropriate due diligence
· Assist with the timely preparation of organized and scientifically valid submissions
· Provide expertise in translating regulatory requirements into practical, workable plans
· Create, write and submit responses to regulatory inspection 483s, Warning Letters, and other communications
· Assist corporate regulatory groups in organizing, writing, proofreading, and submitting documentation to regulatory agencies
· Assess regulatory capabilities of CMOs, CROs, and other contractors and advise on or provide supplementation and assistance
· Technical review or technical audit of analytical data
· Technical evaluation of analytical test methods, SOP and reports
· Scientific evaluation of analytical laboratory instrumentation and operation
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