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  We Do It Write 

At the Crossroads of Technology, Quality, and Integrity


Situation

A large pharmaceutical company needed professionals with computer system validation experience to provide validation documentation for a computer system validation remediation project.  

· Create/modify validation documents (e.g., requirements and design specifications, test plans, change controls) based on direction and feedback from engineers and technicians.

· Develop templates to provide a consistent look and feel of documentation.

· Maintain electronic document library.

· Prepare official paper-based documents for the GMP library.

· Help manage review and approval process of all documents, tracking with applicable metrics.

Strategy

For two years (2003-2005), CREW provided a flexible team of Technical Writers to support this project.  The requirements included: 

· A basic understanding of the customers quality systems

· A clear desire and ability to learn quickly

· Solid writing skills

· Excellent verbal communication skills to interact with the client staff and with two other vendors

· Initiative and capability to improve deliverable and business processes

· Ability to manage several tasks simultaneously

· Very proficient with MS Office

Outcome

The workload for this project changed according to the project schedule and the need to meet deadlines.  The number of Technical Writers actively working on the project varied from one to nine.  CREW was able to be flexible and meet the dynamic needs.  CREW also had a Project Manager who worked from one to eight hours a month to ensure the customer’s requirements were being met and that there was sufficient communication between all the vendors involved.   
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