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Design Controls (21CFR820) ISO 13485:2016

(a) General 7.3.1 General

(b) Design and Development Planning 7.3.2 Design and Development Planning

(c) Design Input 7.3.3 Design and Development Inputs

(d) Design Output 7.3.4 Design and Development Outputs

(e) Design Reviews 7.3.5 Design and Development Review

(f) Design Verification 7.3.6 Design and Development Verification

(g) Design Validation 7.3.7 Design and Development Verification

(h) Design Transfer 7.3.8 Design and Development Transfer

(i) Design Changes 7.3.9 Control of  Design and Development 

Changes

(j) Design History File 7.3.10 Design and Development Files
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