Meeting with PC Operator

ORAL SESSIONS

Session Time and Date Place

Special Lecture 08:45-9:00, Monday, November 14

. . 09:00-09:30, Monday, November 14 or
Asian Session GCP

12:00-13:00, Monday, November 14
Concurrent Session GCP (1) 12:00-13:00, Monday, November 14 or
Discuss GCP Compliance Clinical Trial from the ““Risk’ Standpoint 17:00-17:30, Monday, November 14 Main Hall
Concurrent Session GCP (2) 12:00-13:00, Monday, November 14 or | PC Operator Desk
Quality Control and Quality Assurance in Japan and in the Future 12:00-13:00, Tuesday, November 15
USA/EU/Japan Session GCP 12:00-13:00, Monday, November 14 or
Quality Assurance of Multinational Clinical Studies for Simultaneous NDA Submission in the three ICH Regions | 12:00-13:00, Tuesday, November 15
SQA/BARQA/ISQA Joint Symposium (GLP/GCP) 13:00-14:00, Tuesday, November 15
Pre-Conference Symposium on Computerized System (GCP)
. 11:30-12:30, Sunday, November 13

Current & Future of Clinical Data Standards ““C DISC Makes You Happy!” Room A

. . 18:00-18:30, Sunday, November 13 or | PC Operator Desk
Asian Session GLP

12:00-12:30, Monday, November 14

Concurrent Session GLP (1) 17:30-18:15, Sunday, November 13 or
International Interpretation of GLP/GCLP 12:00-12:30, Monday, November 14 Room B-1
Concurrent Session GLP (2) International Interpretation of GLP 12:00-13:00, Monday, November 14 or | PC Operator Desk
GLP Special Session The GLP Facility Restoration form the 2011 Great East Japan Earthquake Damage 18:00-18:30, Monday, November 14
Concurrent Session GLP (3) 12:00-13:00, Monday, November 14 or
The Quality of Bioanalytical Studies 18:00-18:30, Monday, November 14
Concurrent Session GLP (4) 18:00-18:30, Monday, November 14 or | Room A
Quality Assurance for Electronic Records in Non-clinical Laboratories 12:00-13:00, Tuesday, November 15 PC Operator Desk

USA/EU/Japan Session GLP
International Perspective of Pathology Peer Review

12:00-13:00, Tuesday, November 15 or
17:00-17:30, Tuesday, November 15




ORAL SESSIONS

Session Time and Date Place
Concurrent Session GMP for Investigational Products 17:30-18:00, Sunday, November 13 or
Quality Assurance on Investigational Products — Interface between GMP and GCP 12:00-13:00, Monday, November 14 Room B-1
. . PC Operator Desk
GMP Auditor Training 17:15-18:15, Monday, November 14
Concurrent Session GMP
. . — . 17:15-18:15, Monday, November 14
Audit Check Points on GMP for Investigational Products and Commercial Products
Concurrent Session GMP/GQP 17:15-18:15, Monday, November 13 or | Room D
GMP and/or GQP Regulation, ICH Q Trio Approach Laboratories 12:00-13:00, Monday, November 14 PC Operator Desk
Concurrent Session Parmacovigilance 17:15-18:15, Monday, November 14
Phamacovigilance Regulation, Pharmacovigilance Quality Assurance 12:00-13:00, Tuesday, November 15
POSTER with SHORT Oral Presentations
Session Time and Date Place
Poster with Short Oral Presentations on Monday, November 14 09:30-11:30, Monday, November 14 Annex Hall 2

Poster with Short Oral Presentations on Tuesday, November 15

09:30-11:30, Tuesday, November 15

Operator Corner




