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Process Engineering Services
V2 Bio-Consulting is a quality provider of Process Engineering services including expertise in GMP process and facility design, project management and start-up and commissioning supporting clinical and commercial manufacturing operations.   

V2 Process Engineering and Design Services are tailored for each client, but typically include the following responsibilities:

· Full responsibility for conceptual, preliminary and detailed designs and construction, installation and commissioning for GMP facilities. 

· Develop user requirement specifications.

· Perform risk analyses.

· Develop GMP documentation for manufacturing and validation including SOPs, BPRs, commissioning plans.

· Develop project drawings including block flow diagrams, process flow diagrams with material and energy balances and piping and instrumentation diagrams. 

· Develop and maintain design documentation including project and equipment basis of design documents, functional descriptions, equipment lists, utility matrices, design option cost analyses and project budgets.

· Perform value engineering analysis.

· Provide process input for the development of architectural and MEP drawings including room adjacencies; equipment layouts; piping routing; HVAC zoning; pressure cascades and people, material, product and waste flows.

· Develop equipment design criteria, specifications and data sheets.  Lead technical side of equipment procurement including bid analysis and vendor selection. Responsible for review of vendor submittals during vendor design/fabrication phase, factory acceptance testing, installation and commissioning, and validation support of all process equipment.
· Protocol generation and execution of installation/operational qualifications.
· Assemble project turnover documentation.
· Provide engineering support of construction management (review of isometrics, materials and other submittals, generation of RFI responses, etc.).
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