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Analytical Services
V2 Bio-Consulting provides qualified staff for the implementation and support of Analytical Testing and BioAnalytical Assays in a compliant environment to support commercial, clinical and nonclinical studies.  
We can assist your analytical group in maintenance of your company’s pharmaceutical quality systems to ensure compliance with internal policies, procedures, partner requirements and external regulations and standards (State, Federal – US and EU). 
V2 Analytical Services are tailored for each client but can include the following responsibilities:
· Write and/or review SOPs/test methods and validation/qualification protocols and reports to support GMP testing
· Manage contract laboratories, including transfer/qualification of analytical methods and review of lot release and stability results

· Provide guidance for method development and product characterization
· Write and/or review analytical CMC and nonclinical sections of regulatory submissions, including CTDs (NDAs), INDs, annual updates, and amendments
· Recommend and provided rationale for product and stability specifications
· Provide direction for laboratory investigations
· Participate in CMC and project meetings, as required
· Provide BioAnalytical Assay leadership and/or support, including development, validation, implementation and maintenance of biological assays and automated systems
· Support your bioassay group, research and development projects, and GLP validation/testing to support nonclinical studies
· Participate on Pharmacology Subteam(s) and Assay Review Forum, lead assay team(s), and represent the functional area on interdepartmental forums, as required

· Review GLP/GCP compliance and laboratory safety
· Maintain familiarity with laboratory systems and operations specific to our client

www.v2bio.com
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