2L LS

24 T T\

3
2004 12 9

isk—-Based Approach



THE SOCIETY FOR 3 S
LiFE SCIENCE PROFESSIONALS | PE

ISPE
FDA PAT
ISPE
Risk-Based Approach
& wERED - 2004 12 9 ( ) 10:00
.'J'l
= L §haiEnbE e -
( )
4-1-1
TEL: 03-5676-2211( ) FAX: 03-5676-2501
|
|

12,000

32,000
(5PE




&8y

THE SOCIETY FOR
LiFE SCIENCE PROFESSIONALS

ISPE FAX(03-3818-0575)

2004442¢ © 1

FAX

ISPE

TEL 03-3818-6737

FAX 03-3818-0575

E-mail: ispe-japan@iris.ocn.ne.jp

20,000


mailto:ispe-japan@iris.ocn.ne.jp

ISPE

THE SOCIETY FOR
LiFE SCIENCE PROFESSIONALS

] 2

1030 1035 [ |

ISPE

10 35 11 35 FDA Joe Phillips

FDA Risk-Based Approach

11 35 12 35 Associate Director Analytical Control Omeprazole Products, Tablet Products Supply
AstraZeneca Sweden Operations, Gunnar Zackrisson

Risk-Based Approach PAT

12 35 1ol I

13 30 14 20

1420 1510 [ 2 ()

Risk Management

1510 1530 [ |

15 30 16 20

FDA PAT

16 20 17 10 |SPE PAT
PAT

1710 1715 [ |




