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Cotton wool in head ['0:&L 4R FF]
Felt like a zombie [{TFE®] PT: Feeling abnormal
Foggy feeling in head [ 2 A Bi]
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lip sore [E4% lip pain  burning eyes AR &R RL 52
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» Risk management is the comprehensive and
proactive application of scientifically-based
methodologies to identify, assess, communicate,
and control (minimize) risk. so as to establish
and maintain a drug’s favorable benefit/risk
profile in patients
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o ZH&AiIRAE (LabeD)

o PRIRRIZEMER (Enhanced pharmacovigilence)
n HiEREMHXH (Data capture aid)

s EHI{EHEHEHE Continuing education programs (MDs,
Pharmacist, RNs)

« LZRBBNExpert panels

LW EIERIRIE Post-market clinical trials
AHEARIRELarge simple trials

& AEME B Patient registry

o @SR $IRestricted distribution of drug
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o HUEREMENH (Data Capture Aids)
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(Data mining).

Coded in Other
Terminologies MedDRA®
Coded Data
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Compare data from these sources and determine
which combination of MedDRA® terms suggest a
potential safety signal for a particular product
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Blood
« IMedDRA SOC E4 fifift— Thrombocytoperia
WO T hrombocytopenias

Flatelet dizarders
Blood
MN=12
EBGM=4.305
EBO5=3.698
PRA=4.695
Chi Square=341.566

Alkylating agent
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Post-Authorization
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[2.2 mill ICSRs till Aug08 |
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