0 00 _http://www.cgvip.com|

o' ##E A Chinese Journal of Pharamacovigilance 2005 % 108 2% £ 4 (5 g6 1)

=

ES

&5 I

2y im U 5 PRAG I S5 22 Bl b

EAE S I Sy

(XEFFARREHF

RE S XS :RI5(712) X EARIEE A

BRE. B S48 ARTEGBAP Tk FHEHLY,
Jitk MAXBAHRREGEG T H A BHSA R TERAE é
%@\Ek;ﬁéﬁ&i)&%v%%ﬂw&?iﬁ%ﬂ@J R ARG AR
BAE-ANERSFHFERLE Ui F TR i%uuTR
REHFEAFTE, CERNTHIANKLS BB 5
TR ETFTEREA IR ETHAIEANLGAY . &k BRY
SRR ETRAZESEABESE L TR IFLASLEE L, X
HEefRRRER sy mptybBREH BEFSAB AN
HNHELREETERFHFEUR TR ES L4 E 2,
XEE. R SR 54 HHEX

Risk Management Guidences and Case Studies for Durg
Administration
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Abstract: The risk management for pharmaceutical products is a
multidisciplinary method to document.monitor and evaluate ad-
verse drug events (ADEs), and plan interventions. It applies to the
life of a drug from Investigational New Drug (IND). New Drug
Application (NDA), post—marketing, and even removal from mar-
keting. In this article we reviewed the recently released FDA risk
management guidances and used three cases to illustrate the con-
cept and methods of the risk management. At the end we also
briefly review the development of risk management in European
and suggested China should review the risk management strategies
and improve drug safety using some experiences from USA and
European countries.
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