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  We Prove It 

At the Crossroads of Technology, Quality, and Integrity


Situation

A large pharmaceutical needed additional professionals with validation, and equipment maintenance support experience to supplement their downsized staff. The environment only allowed for outsourced personnel to be used. Their ensuing actions resulted in contracting CREW to provide this necessary support.  The original agreement was to provide two validation resources and one maintenance support person. This arrangement proved to be highly successful.  As time progressed, two existing client maintenance technicians were allocated to a long term project, requiring their positions to be back filled.  These roles had to be filled with highly skilled maintenance personnel that possessed the ability to understand scientific principles. With no ability to hire new personnel, the client again reached out to CREW to source the additional professionals. By building on the success of the existing validation and maintenance responsibilities, CREW was able to meet the client’s needs. The client reached out to CREW again when the need for high level instrument calibration checks were required in the Quality Control Laboratories.  This was a new and undefined role but CREW was able to identify and source the additional resources for these positions. On three separate occasions, CREW met this client’s needs.
Strategy

CREW has engaged this client from the CREW site personnel through the highest CREW corporate officers to ensure the customer service levels are provided with the highest quality and professionalism.  Through this engagement, CREW used its validation expertise to find efficiencies that resulted in redeveloped documentation practices while remaining compliant with corporate and regulatory standards.  Because CREW deployed this streamlined process, CREW was able to complete deliverables, maintaining a high level of accuracy, on compressed timelines.  CREW applied this same discipline to improve the client’s maintenance support, and is applying this technique toward the instrument calibration check activities.  Using this philosophy, CREW was able to provide effective solutions with highly capable and reliable personnel.
Outcome

CREW assembled a team that is small in numbers but highly productive and is meeting the needs to develop and execute validations activities, instrument maintenance/qualification, and instrument calibrations with a high degree of confidence expressed by the client.  
CREW’s Expertise 

CREW maintains a highly skilled and flexible workforce, which allows us to identify qualified personnel for clients, thus meeting their specific benchmarks and goals.  CREW takes an accommodating stance in fulfilling existing and future professional services for our clients.
Validation Support
· Instrument calibration and loop checks

· NIST traceable calibration equipment 

· Factory Acceptance and Site Acceptance Testing
· Equipment Commissioning/Qualification
· Automated equipment validation

· Computer systems validation

· Supporting documentation, such as procedures, best practices, etc.
· Regulated environments: FDA, EPA, and OSHA
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