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Causality term

WHO-UMC 8 871 7|=

=7} 7|& Assessment criteria
— all points should be reasonably complied

A

Certain

M| 2asgy

Probable/Likely

JH=st

o a

Possible

‘tsd H5

Unlikely

ot et
Conditional/
Unclassified

"Bt =7t
Unassessable/
Unclassifiable

> H|IZA At B A, 2|E ROt AR M2 A dE
Event or laboratory test abnormality, with plausible time relationship to drug
intake

> CHE oJefF0|L Aoz Y 4~ Gis
Cannot be explained by disease or other drugs

> OJOFE EOISLH A| YANOR EfESt B3
Response to withdrawal plausible (pharmacologically, pathologically)

> S ety i SASIHOR A Ata
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)

> O|QFEO| AHE] A| Y HHES  Rechallenge satisfactory, if necessary
OF AJZHR MR A

> HIEAA At == AKX, 29fF & AESEaEs
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CHE oJefF0|Lt e Vtsd Xa
Unlikely to be attributed to disease or other drugs
> OJOFE EO{BEH A| YAEOZ Bttt
Response to withdrawal clinically reasonable
> O|I0F=E 0| &N AE QT Rechallenge not required
ot ARHY M2 A dE

> H|GSH A £ A, 2[UE & S EaE=E
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CH2 QJOFZ0(LL ABto = Must 4 9l
Could also be explained by disease or other drugs
> O|OFE SO{BTH0| CHEt Mot HASIILL B2
Information on drug withdrawal may be lacking or unclear

> H|IA At E= AKX, 2|2E T2 AR M2 At XHotX| b
(E7s%t A2 Otd)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CHE QIS 0|Lt A2 = EtEs 40| st
Disease or other drugs provide plausible explanations

> H|™HMA At &= HAFX|  Event or laboratory test abnormality
> Mot WIOLE 2ol O W2 A=7F HRsHAHL

More data for proper assessment needed, or
> RVt AIRE HE &9 Additional data under examination

> 0| HrS = YA|IS= E11  Report suggesting an adverse reaction
> HEIt S5E0tAHL S50 BT 2~ gIALL
Cannot be judged because information is insufficient or contradictory
> XIEE EAGIAHLE &0l™t 4~ 1S  Data cannot be supplemented or verified
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