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Time

Topic

08.00 u. - 08.50 u.

Registration (aangileu)

08.50 u. — 09.00 wu.

U5¢51UnNa 1 UANISauUSY

09.00 u. - 09.15 u.

Medical Device Lifecycle and Regulatory System

09.15 U. - 09.30 u.

TRL in relation to device design and development

09.30 u. - 10.00 w.

Design and Development Overview

10.00 u. - 10.30 w.

Design and Development Planning

10.30 U. - 10.45 .

Coffee Break

10.45uU. - 11.15 u.

Workshop 1: Developing design and development plan

11.15 u. - 12.00 u.

Design and Development Input

12.00 . - 13.00 w.

Lunch Break

13.00 u. - 13.45 u.

Workshop 2: EP and harmonized standards

13.45 4. - 14.30 wu.

Workshop 3: Developing design inputs

14.30 U. - 14.45 u.

Coffee Break

14.45 4. - 15.00 u.

Design and Development Output

15.00 U. - 15.30 u.

Risk management applied throughout design and development

project

15.30 U. - 16.00 wu.

Design and Development Review
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Time

Topic

08.15 u. - 09.00 w.

Registration (aangiUeu)

09.00 u. - 09.30 wu.

Design and development verification and Biocompatibility tests

09.30 u. - 10.00 u.

Workshop 4: Biocompatibility

10.00 4. - 10.30 u.

Design and development verification for IVD — Analytical

performance (Led by Thai FDA)

10.30 u. - 10.45 wu.

Coffee Break

10.45 4. - 11.15 u.

Workshop 5: Analytical performance (Led by Thai FDA)

1L.154 - 11.30%

Design and Development validation

11.30 4. - 12.00 w.

Clinical evaluation for Non IVD

12.00 u. - 13.00 wu.

Lunch Break

13.00 U. - 13.30 4.

Workshop 6: Identifying EPs that require clinical evaluation

13.30 u. - 14.30 w.

Clinical performance for IVD (Led by Thai FDA)

14.30 u. - 14.45 y.

Coffee Break

14.45 4. - 15.30 u.

Workshop 7: Clinical performance (Led by Thai FDA)

15.30 W. - 16.00 wu.

Design transfer, design change and design history file
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Managing Director
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