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[1] ISO 14644-4, Cleanrooms and associated controlled environments — Part 4: Design,
construction and start—up

[2] USP <1116>, Microbiological Evaluation of Cleanrooms, Official Prior to 2013

[3] 21 CFR 820 Quality System Regulation (Risk analysis is integrated throughout
the QSR and is specifically

called out under: 21 CFR 820.30(g) Design Validation)

[4] 1SO 14971:2007, Medical devices — Application of risk management to medical
devices

[5] ISO 13485, Medical devices - Quality management systems — Requirements for
regulatory purposes

[6] Guidance for Industry, Third Parties and Food and Drug Administration Staff -
Medical Device I1SO 13485:2003

Voluntary Audit Report Submission Pilot Program, issued March 19, 2012

[7] ISO 11737-1, Sterilization of medical devices — Microbial methods

[8] ISO 8573-1, Compressed air — Part 1: Contaminants and purity classes

[9] TISO 14644-3, Cleanrooms and associated controlled environments — Part 3: Test
methods

[10] ISO 14644-6, Cleanrooms and associated controlled environments — Part 6:
Vocabulary
[11] TISO 14644-7, Cleanrooms and associated controlled environments — Part 7:

Separative devices (clean air
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[12] ISO 15883-1, Washer—-disinfectors — Part 1: General requirements, terms and
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[13] ISO/TS 11139, Sterilization of health care products — Vocabulary
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