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Venue Main Hall Room A Room D Room B1 Room B-2 Annex Hall
AM
GQAC Pre-Conference Symposium on
Day 0 | PM1 Computerized System (GCP)
11-13 Current & Future of Clinical Data Standards
(Sun) | pp2 -"CDISC Makes You Happy!"
14:00-17:30
Welcome Reception
AM
GQAC
Day 1 .
_ . . Concurrent Session GLP (1)
(1,\1/' 14 PM1 AS|ar) S (SE) . - International Interpretation of GLP/GCLP
on) Quality Assurance of Asian Clinical . ) -
. . Concurrent Session GMP/GQP 14:00-15:40
Study Data for the Regulatory Mutual Asian Session (GLP) .
- . . . ? GMP and/or GQP Regulation
Acceptance among Asian Countries and [GLP in Asian Countries ICH Q Trio Approach Laboratories
GCP Inspections Conducted by Asian 14:00-18:00 op
L 14:00-17:10
PM2 Regulatory Authorities
14:00-17:00
Japan Night 18:00-20:00
. Concurrent Session GLP (2)
Concurrent Session GCP (1) . |concurrent Session GLP (3) International Interpretation of GLP
Discuss GCP Compliance Clinical Trial . . . . 10:00-10-50
AM o 2 L The Quality of Bioanalytical Studies g g
from the “Risk * Standpoint . ) - -
9:00-12:00 8:50-12:00 GLP Special Session
The GLP Facility Restoration from the 2011
Great East Japan Earthquake Damage
11:00-12:00
GQAC
Day 2
11-15
(Tue) Concurrent Session GCP (2)
PM1 _Quallty (oyicrs!] ] QUL [ AETENIER Concurrent Session GLP (4) Concurrent Session Pharmacovigilance
in Japan Quality Assurance for Electronic Records in Pharmacovigilance Regulation
- Quality Control and Quality Assurance L R gl o
in the Future (Toward Next Generation) Non-clinical Laboratories Pharmacovigilanc Quality Assurance
} 14:00-17:00 14:00-17:35
PM2114:00-17:50
GQAC USA/_EU/Japan el (.GC?) USA/EU/Japan Session (GLP)
Day 3 Quality Assurance of Multinational International Perspective of Pathology Peer
Y AM |(Clinical Studies for Simultaneous NDA . P gy
11-16 U . Review
(Wed) Submissions in the Three ICH regions 9:00-12:00
8:00-12:00 : :
PM
Kyoto Short Excursion
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