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,,; ,r,, system dogg,the US IDA use fdf postmp;rket surySillance of adverse events
Adverse Supervision and Reporting Network
MedTrack Adverse Event Monitoring System
FDAAdverse Event Reporting System (FAERS) forADRs
Gfqbal SafeWand Incident Reporting Pro$am 
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Accidental Error For Injection procedures in healthcare practices.
A44Ual Evaluation of knmunolqgiial Framdi#ork in disease control protocols.
AdVerse Eyg.ot Following Immuriization, riiferring to post-vaccine medical occurrences.
Advised.E.vent For",,ffirmunolqgists in resronse to immune abnormalities.;
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8. According to the principles of rcH GCp _is the most important

B Data Accuracy ,,,. 
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C Quality Check
D Education and training of subject .,o'', ,,n,, 
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9 The FDA launched Sentinel syste iin_,,7 .t:. '

B May 2008
C April2010 .-.'.;' r,' ' ., ,

D April2008

10. The number of newlydiagnosis cases in $specific'iti^. p.riM caled,A Prevalance ,.i"' f-.i' '..,-,i 
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1 council for International oiganizations of Medical sciences
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: .':. rD. 4 IIEJ pr rrsrp,.rp ur gooflrpllarma,eovigilance communication?
P {i:--i:: concerns raised by the involved purti",
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To fu Hy;dis;los e the iimits oi's'cientifi i. knowteOge

Jo nrqdse definite solutions to pressing problems
To rely on jar to enhanbe p"r..i*O i..Oititity
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The E6 Guidelines of ICH is set for
Global Clinical Practice Finalized
Studies in support of special population
General considerations for clinical trials
The extent of population ,1.
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:18. A known limitation of spontaneous,ADR rep,qiting is:,r ,',A Excess reporting
L r'4rDs rsPuruuB ". "i:,1 

' it{, .yil,tC Under reporting i.; "t:"; ; ,,i,i" ,,,." 
'

D Spontaneous ADR reportinghd3 no limjil#ors ..,:,,, ,j,,'
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A ICH
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