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@PhRMA - Proposed FDA Guidance on the Scop and
Implementation of 21 CFR Part 11
Risk/Benefi Approach
http://www.fda.gov/ohrms/dockets/dockets/00d1541/c000001.pdf

@ISPE - Risk-Based Approach to 21 CFR Part 11
http://www.ispe.org/02pdf/Pt11WhitePaper.pdf

@FDA - Pharmaceutical cGMPs for the 21st Century:
Risk-Based Approach

@FDA -Compliance Program Guidance Manual
7348.810 Sopnsors, CROs and Monitors
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