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WHAT DOES CAI BRING TO THE TABLE?         

Our experienced staff provides: 
 Owner’s Representation for facility improvement, capital investment, 

laboratory or pilot plant construction. 

 Project management consisting of the representation and management 

needed to free up your talented staff for what they were hired for. 

 Commissioning of utilities, equipment, facility, and process. 

 All commissioning requirements, including documentation, execution and 

reports. 

 Qualification documentation based on client’s specifications & SOPs. 

 Write the Specifications and SOPs should none exist. 

 The execution of the qualification test procedures. 

 Write or follow the Validation Master Plan according to client’s policies 

and procedures. 

 Provide a GAP Analysis to determine missing requirements. 

 Change control according to client’s procedure. 

 Develop or follow the procedures to accurately document changes in 

documents or procedures. 

 Compliance, Auditing, and Training for client personnel. 

 Conduct training and provide guidance for compliance, mock auditing, 

and regulatory requirements. 

 

What is CAI‘s strategy? 
 Develop a professional and long term partnerships with our clients. 

 Provide value added services to support and compliment the client’s team. 

 Commit to the timeline, budgetary goals and regulatory requirements to 

assure the successful project completion. 

 

 

 

 



 
 

Biotechnology & Pharmaceutical Industries Division 

P.O. Box 279, Montchanin, DE   19710      302.575.0725 
        www.carzoandassociates.com 

What are some of the services that CAI provides? 
 FDA Liaison 
 GXP Compliance Support 
 Audits 
 Gap Analysis 
 Protocol Development 
 FDA Inspection Support 
 Specification & SOP Development 
 Training 

 

CAI’s staff  
 Each staff member has at least 5 to over 15 years expertise working with: 

 Autoclaves 
 Biosafety Cabinets 
 Automation/Controls System 
 Computer Systems / Networks 
 PLCs & SCADA Systems 
 Cold Rooms 
 HVAC Systems 
 Building Management Systems 
 Building Automation Systems 
 Water Systems 
 Facility Commissioning 

 

 CAI’s personnel are degreed engineers experienced with construction, 
FDA audits, validation, test engineering, project management, and 
regulatory requirements. 

Our Commitment 
CAI works closely with the client to assure every step necessary to have a 
successful campaign is professionally and accurately completed. 
 
            « The net result is time savings which results in a bottom line… » 

Cost Savings 

 


