y AUTHORITY

ST 5 A
TENTATIVE PROGRAMME ITINERARY
SEMINAR WITH MEDICAL DEVICE INDUSTRY 2017 - TOWARDS MANDATORY
ENFORCEMENT OF THE ACT
DATE : 12TH, 13TH, & 14TH DECEMBER 2017
VENUE : MARRIOTT HOTEL PUTRAJAYA

DAY 1 (12™ DECEMBER 2017)

TIME PROGRAMME
8.30-9.00 am Registration

Breakfast
9.00-9.30 am Opening Speech

Mr Zamane Abdul Rahman
Chief Executive MDA

9.30-10.30 am New Policies and Guidelines to Support the Implementation of Medical
Device Act — MDR |, Il, Ill, AMDD

10.30-11.00 am Coffee break

11.00-1.00 p.m New Policies and Guidelines to Support the Implementation of Medical
Device Act — MDR |, Il, Ill, AMDD

1.00-2.30 pm Lunch

2.30-4.00 p.m Updates and Issues on Establishment Licensing Renewal

4.00-5.00 pm Change Ownership

5.00 pm End of event




SEMINAR WITH MEDICAL DEVICE INDUSTRY 2017 - TOWARDS MANDATORY

y AUTHORITY

ST 5 A
TENTATIVE PROGRAMME ITINERARY

ENFORCEMENT OF THE ACT

DATE : 12TH, 13TH, & 14TH DECEMBER 2017

VENUE : MARRIOTT HOTEL PUTRAJAYA

DAY 2 (13™ DECEMBER 2017)

TIME PROGRAMME
8.30-9.00 am Registration
Breakfast
9.00-10.30 am Updates and Issues on Registration

10.30-11.00 am

Coffee break

11.00-1.00 p.m PMSV and Enforcement

1.00-2.30 pm Lunch

2.30-4.00 p.m New Requirements for Regulating Labelling : Walkthrough
4.00-5.00 pm Guidance Document on Change Noatification : Walkthrough
5.00 pm End of event

DAY 3 (14™ DECEMBER 2017)

TIME PROGRAMME
8.30-9.00 am Registration
Breakfast
9.00-10.30 am Notification of Medical Devices for the Purpose of Clinical Research or

Performance Evaluation

10.30-11.00 am

Coffee break

11.00-12.00 p.m

Notification of Medical Devices for the Purpose of Special Access

12.00-1.00 p.m Notification of Medical Devices for the Purpose of Custom Made

1.00-2.30 pm Lunch

2.30-4.00 p.m Notification of Medical Devices for the Purpose of Demonstration for
Marketing

4.00-5.00 pm Notification of Medical Devices for the Purpose of Education

5.00 pm

End of event




