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IN—FTT7EITEIITDEN
@ SOFTWARE IS DIFFERENT FROM HARDWARE

General Principles of Software Validation;
Final Guidance for Industry and FDA Staff

» Section 3.3 / Document issued on: January 11, 2002
» http://www.fda.gov/cdrh/comp/guidance/938.html

Another related characteristic of software is the speed and ease with which it can be changed.

This factor can cause both software and non-software professionals to believe that software problems
can be corrected easily. Combined with a lack of understanding of software, it can lead managers

to believe that tightly controlled engineering is not needed as much for software as it is for hardware.
In fact, the opposite is true. Because of its complexity, the development process for software

should be even more tightly controlled than for hardware, in order to prevent problems that

cannot be easily detected later in the development process.
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