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— QUALIFICATION AND VALIDATION: TODAY AND TOMORROW-
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SEMINAR TENTATIVE PROGRAMME

08:00-08:30 Registration for Seminar

08:30-08:40 Welcome address from the Minister of Health of Ukraine
(Raisa Bohatyriova, Ukraine) = « - (1)

08:40-08:55 Opening Comments from PIC/S Chairperson
(Helena Paula Baiao, Portugal) « « « (2)

08:55-09:10 Opening Presentation from SAUMP Chairman
(Oleksiy Solovyov, Ukraine)  « - (3)

SESSION I (Chair: Boon Meow Hoe, Singapore)
09:40-09:50 Opening
09:50-10:20 New Approaches to Q&V
(Grace McNally, USA) = - « (4)
10:20-10:50 PAT: theory and Practice
(Des Makohon, UK) = « « (5)
11:15-11:45 Real Time Release Testing
(Lina Ertle, France) * + + (6)
11:45-12:15 Practical Experience in
Implementation New Validation Approaches
(Stephan Roenniger, Switzerland) ¢ « « (7)

12:15-12:45 Comments and discussion

SESSION II (Chair: Mark Birse, UK)
14:00-14:10 Opening

14:10-14:40 Qualification of production equipment: Industry view
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BATER L

(Robert Chew, ISPE) - - - (8)
14:40-15:20 Approaches to the Qualification of production equipment
: Inspector’ s view
(Kevin 0’ Donnell, Ireland) - - -+ (9)
15:20-15:50 How to evaluate if a manufacturing Process
has been truly validated
(Grace McNally, USA) « - -« (10)
16:20-16:50 The interface between assessors and inspectors
In the field of Q&V
(Anton Norder, Australia) « + « (11)

16:50-17:20 Comments and discussion

10H 4H

SESSION III Workshops

09:00-17:00

Workshop 1: QRM application for classification of deficiencies in
Production equipment qualification

(Anton Norder, Australia: Kevin O’ Donnell, Ireland) « - - (12)

Workshop 2: Risk Based Aseptic Processes Validation—View of inspector

(Boon Meow Hoe, Singapore: Greg McGurk, Ireland) » + +« (13)

Workshop 3: Main points for inspecting PAT and RTRT
(Paul Hargreaves, UK: Erin McCaffery, USA

Poul Petersen, Denmark: Claus Mortensen, Denmark) ¢ ¢ -« (14)

Workshop 4: Implementing New Validation Approaches
(Mark Birse, UK: Frede Dreier, Denmark

Giampiero Lorenti, ITtaly) ¢ + -« (15)

I0A5H

SESSION IV (Chair: Anne Hayes, Ireland)

09:00-09:15 Opening

09:15-11:00 Reports on workshops * * * (16)

11:30-12:00 Q&V-harmonized PIC/S approach, new expectations from ICH level

(Bertrand Perrin, France: Stephan Roenniger, Switzerland)
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