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quality by design model” has led the industry to reevaluate manufacturing efficiency.
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process thereby boosting productivity and accuracy in the largely labor intensive
component of the QC testing laboratory. Figure 3. Implementing a paperless SOP workflow requires (1) capture of raw data and printed records,
(2) implementing intelligent electronic forms, (3) automating repetitive tasks.
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Figure 1. Pharmaceutical Manufacturing product defects exceed those in other industries such as semi- 2002.

conductors and airlines. This table highlights the 2-to-3 sigma defect rate for pharmaceutical manufactur-
ing per million units translates to approximately 300,000 defective units per 1 million units manufactured
versus approximately 3 for the semi-conductor industry operating at 6 sigma. (Table: Reference 7).
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File Archi Figure 6. The final implementation phase for migrating to a digital SOP workflow. This workflow captures
4 e Archive and catalogs both raw analytical data and printed documents, replaces paper SOP forms with intelligent

) _ : ol _ _ _ electronic SOP forms, and automates repetitive data-entry tasks.
Figure 4. Capturing and cataloging raw data and printed documents constitutes the foundational step

for migrating a paper-based GMP workflow to a digital GMP SOP workflow.

TO DOWNLOAD A COPY OF THIS POSTER, VISIT WWW.WATERS.COM/POSTERS ©2009 Waters Corporation | COMPANY CONFIDENTIAL



