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New Product Development Checklist
Phase 3: Design Qualification

Lock regulatory strategy ) Design verification
Life cycle risk management 1 Sterilization validation
Installation qualification (IQ) ) Biocompatibility testing
Process window development C) Ship testing/thermocycling
packaging validation
L] Design trace matrix
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] Build DV &V parts
_1 Pre-DV testing (optional)

C) Labeling verification
.l Design validation

) Marketing literature
) Test method validation

a

Stability/aging testing
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