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Design and Change Control
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Introduction
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% Related Standards and regulation ;-
ISO 13485, MDD93/42/EEC, ASEAN Medical
Device, US FDA etc.

nsausufiiiiavninsaunau da

* Medical Device Design Process ;-

Design Input, Output, Verification, validation
Design changes , Transfer

¢ Document and data control
Medical Device Control Procedure

o DHF - Design History File
0 DMR - Design Master Recor

+ Design affect to Production and process
Purchasing, NC, Recall, Manufacturing

Learning Objectives
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Pre-test/ Discussion
1. Introduction :- Background
2. Regulatory & Requirements

Design Concept & Process

Design Input

Design Output

Design Verification
Design validation
Design Review

Design changes control
Design Transfer
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4. Production Change control
Control of Document Control

6. Workshop

O Design Input identification
Q Change Control
U DHF & DMR preparation

Post —Test

Who should Attend

R & D, Production , Risk Management Team,

QMS team, KUSWNS
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