Process Validation

A Guide for Devicemakers
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B.

21 CFR Part 820 — Quality System Regulation

FDA Medical Device Quality Systems Manual: A Small Entity Compliance Guide
(This item is on the CD in the back of the report.)

Global Harmonization Task Force Quality Management Systems — Process Validation
Guidance

FDA Compliance Program Guidance Manual, Program 7382.845: Inspection of Medical
Device Manufacturers

Quality System Inspection Technique (QSIT) manual
29 CFR Part 1910.212: General Requirements for All Machines
29 CFR Part 1910.147: The Control of Hazardous Energy (Lockout/Tagout)





