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Causality term

M7} 7|& Assessment criteria
— all points should be reasonably complied

eraet > HIZSA Atdl| 2= ZAK], 2|2E F02E AN A8 JE
Certain Event or laboratory test abnormality, with plausible time relationship to drug
intake

> CHE Q|Z0|Lt Z2to = HHS =~ Qg
Cannot be explained by disease or other drugs
> O|OHE ROISH A| YNEOR EfLfEt IS
Response to withdrawal plausible (pharmacologically, pathologically)
> OFZBIE| L SIASIHOR AYE ALY
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)

> S|UE2| MEH Al 2HELS  Rechallenge satisfactory, if necessary
ool galet D H[EAA At EE= A, 2E RO AIZH A2 HA dF
Probable/Likely Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CH2 QJoHZ0|Lt Zgto| THsA XS

Unlikely to be attributed to disease or other drugs
> OJOFE ROISE Al QA0 Efg3t il
Response to withdrawal clinically reasonable
> o|k=2| XHEN HE @18  Rechallenge not required

tse D> HI'SSH Atef| L= ALK, YE FHA AZHE d287 98
Possible Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CH2 QJOHZ0|Lt HSHOR Mgt 4 9Ig
Could also be explained by disease or other drugs

> O|OHE EIZTHO| [H5H HEIt BESI7{Lt 2235
Information on drug withdrawal may be lacking or unclear

tsd M3 D> HIHAE At E= AAK], QUE E0Qt A|ZHY MSZEA 7t HASIK| L2
Unlikely (B7ts¢ A2 01)

Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)
> CtE 94E0[Lt 22t = EtFot HHO| Vst

Disease or other drugs provide plausible explanations

It Mt > H|HAX AHY| EE= ZALR|]  Event or laboratory test abnormality
Conditional/ D> XMXot HIIE 2lol O H2 A=/t ZHQSHHLE
Unclassified More data for proper assessment needed, or
> FIt XA2E HE Y Additional data under examination
It 27} > O|MHILS 2 ¥A|ot= E11 Report suggesting an adverse reaction
Unassessable/ [> HE7I 2526t Ak THEer 2~ GiALY
Unclassifiable Cannot be judged because information is insufficient or contradictory

> X2 E HetSHHL &Qlgt &= ¢S Data cannot be supplemented or verified
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