9.

PROPOSED AGENDA FOR THE
ISO/TC 210/WG 1 AND GHTF STUDY GROUP 3
AD HOC WRITING GROUP MEETING
12-14 December 2000
8:30 am — 5:00 pm Buswells Hotel
Dublin, Ireland

Open meeting and introduce delegates and guests
Adopt meeting agenda
Discuss meeting objectives

Complete drafting ISO/WD2 13485, including:

e Detailed review of text quoted from ISO 9001:2000, ISO 9001:1994,
and ISO 13485:1996;

e discussion of any comments received since Ottawa and any
comments brought to Dublin meeting by attendees; and

e content and formatting concerns expressed by representatives of
ISO/TC176 or the ISO Central Secretariat.

Discussion of path forward and proposed timeline for ISO 13485
Plans for the revision of ISO 13488
Update on the status of the CEN/CENELEC adoption of ISO 13485:1996

Discussion of date and location for the meeting of ISO/TC210, WG1
(9-12 April 2001 in Tokyo)

Any other business

Adjournment



