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Overview

© AHWP Pre- Meeti ng Wor kshop
Sept enber 1314 2006, Seoul, Korea

© The 11t'h Asian Harnoni zati on Wrki ng Party
( AHWP) Meet i ng
Sept enber 15 2006, Seoul, Korea

© Parti ci pant

Representatives fromregulatory authorities
from Menber Econom es

Regul atory affairs professionals fromindustry
groups and other interested parties

© Language : English, Korean

© Event . Korean Donestic Medi cal Device
Exhi bi ti on



Program (Tentative)

12 September 13 September 14 September 15 September
08:00~08:30 o o
Registration Registration
08:30~09:00 o
Registration - -
09:00~9:30 _ Opening Ceremony(AHWP Meeting)
Plenary Session Il

09:30~10:00 Opening Ceremony
10:00~10:30 (AHWP Pre-Meeting Workshop) Break
10:30~11:00 Opening Ceremony .
T (Exhibition) Plenary Session Il
11:30~12:00 _

E Plenary Session IV E
12:00~12:30 Lunch X X
12:30~13:00 H H

I I
13:00~13:30 . B Lunch B AHWP Meeting

Plenary Session |

13:00~14:00 I I
14:00~14:30 Break T _ T

| Plenary Session IV |
14:30~15:00 _ 0 0

Plenary Session I
15:00~15:30 n Break n
16:00~16:30 | Pre-registration
Workshop | Workshop |l Workshop IlI Workshop IV
16:00~17:00
17:00~17:30 Break
17:30~18:00 Break
Workshop | Workshop |1
18:00~18:30
18:30~19:00 Break AHWP Technical Committee Meeting
19:00~20:00 | Cocktail Party Gala Dinner Close
20:00~
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Program Day 1

08:00~08:30
08:30~09:00 N
Registration
09:00~9:30
09:30~10:00 Opening Ceremony (AHWP Pre-Meeting Workshop)
10:00~10:30 Opening Address, Welcome Address
10:30~11:00 Opening Ceremony (Exhibition)
11:00~11:30 Opening Address, Exhibition tour
11:30~12:00
12:00~12:30 Lunch E
12:30~13:00 )H(
13:00~13:30 Plenary Session | '
13:00~14:00 What'’s Really Happening in Conformity Assessment Procedures for Regulators ? B
I
14:00~14:30 Break T
14:30~15:00 Plenary Session I !
15:00~15:30 Adoption of the STED (Summary Technical Document) : An Efficient Submission Format 2
15:30~16:00 Photo-Taking
: ; Arrival and
16:00~16:30 Workshop Il
A EnETa) - Workshopl Experiences Implementing global Medical Device
16:00~17:00 Evidence Gathering in Clinical Trials Nomenclature as A Regulatory Requirement
17:00~17:30 Break
e Workshop | Experiences Implerx\clec:fiigogllcl)bal Medical Device
18:00~18:30 Evidence Gathering in Clinical Trials Nomenclature as A Regulatory Requirement
18:30~19:00 CocktaiI-Party
19:00~20:00 Gala Dinner
20:00~




Program Day 2
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08:00~08:30 o
08-30-09-00 Registration
09:00~9:30 Plenary Session Il
09:30~10:00 Implementing Risk Management to your Advantage
10:00~10:30 Break
10:30~11:00 Plenary Session Il
11:00~11:30 Implementing Risk Management to your Advantage
11:30~12:00 Plenary Session IV
12:00~12:30 Practical Issues in Drug-Device Combination Products
12:30~13:00
13:00~13:30 Lunch
13:00~14:00
14:00~14:30 Plenary Session IV
14:30~15:00 Practical Issues in Drug-Device Combination Products
15:00~15:30 Break
15:30~16:00
16:00~16:30 Workshop Il _ Workshop IV _ _
16:00~17:00 Surviving A Regulatory Inspection on your Quality System Ensuring th\siSﬁ‘;%tgeorfe’\égm%egy'\étegﬁal Devices -
17:00~17:30
17:30~18:00 Break
18:00~18:30
18:30~19:00 AHWP Technical Committee Meeting
19:00~20:00
20:00~




Program Day 3

08:00~08:30 o
Registration

08:30~09:00

09:00~9:30 Opening Ceremony Welcome Address by Chair, AHWP

09:30~10:00 AHWP Meeting

10:00~10:30 | Agenda 1 Adoption of Agenda
10:30~11:00 | Agenda 2 Roll Call
11:00~11:30 | Agenda 3 Confirmation of the Report of 10thAHWP Meeting

11:30~12:00 | Agenda 4 AHWP as the Liaison Member of GHTF
12:00~12:30

Agenda 5 TOR for participation of Member Economies as focal pointin GHTF SC and SGs
12:30-13:00 | Agenda 6 Structure of AHWP, TOR

13:00~13:30 f Agenda 7 Updates on AHWP TC Activities

13:00-14:00 | Agenda 8 AHWP Work Program for 2005-2007

Silar Comparative study on the existing medical device regulations in AHWP Member Economies
14:30~15:00

15:00~15:30
15:30~16:00
16:00~16:30

- Formalization of a post marketing alert system
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Capability Submission Dossier Template
Common Submission Dossier Template

Funding

16:00~17:00 | Agenda 9 Closing Session

17:00~17:30 Close
17:30~18:00
18:00~18:30
18:30~19:00
19:00~20:00

20:00~
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Registration

©(On-line registration
WWW, asi ahwp. or g

o Of-line registration

Downl oad a registration formfrom
WWW, asi ahwp. org

Send to the congress secretariat by e-nmail
or by fax

e-mall : nedi cal devi ce@f da. go. kr
f ax . +822-3402-0589
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Registration (cont.)

© Fee

For I ndustry, Non-gover nment
representative : 450 USS$

For Gover nnent

representative )

US$

For Acconpanyi ng

per son . 50 US$
NOTE : Acconpanying person is able to attend only the

Gal a D nner

e Early Birds : By July 31, 2006
For | ndustry, Non-governnment representative : 400 US$

For Governnment representative
200 US$

.
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-dget Estimation

Registration fees for Conference $62,800
KHIDI : Donation $41.897
AMCHAM : Supports all Reception $10,914

$18,883
- IncomeTotal (e t+e+e+e) | ¢134494
$29,500
Reception Cost $10,914
Event Cost $65,569
PCO etc. $28,512

- gXxpenses otaite re r¢ v ) | HI144Y4 |
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KMDIA : Supports a Portion of Experts Costs

Amount for Rent
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Detailed Expense

© Main Conference Room(1room, large)

© Second Conference Room(4rooms, small)
o Office(2offices)

© Lunch Offer(3times)

© Snack(5times)

~ Amount

© Reception at Hotel

. ReceptionCost  (  %10914 |
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Detailed Expense (cont.)

© Advertisement and brochures
© Support the Least Developed countries
© Support VIPs
© Cost for Interpreting
© QOffice Supplies
© Labor Costs(15persons, field service)
© Expert from PCO(5person, 5month)
© Extra Costs
- EventCost | %5569 |

< VIP : Speakers for Sessions, 9persons
< PCO : Professional Congress Organizer
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—Expense (cont.)

© Service Cost for PCO
oV AT
© Reserved Fund







