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Olutd 01 M7} 7|& Assessment criteria
Causality term — all points should be reasonably complied

> HIZSA Atdl| 2= ALK, 2|E F02E AN A8 JE
Event or laboratory test abnormality, with plausible time relationship to drug
intake
> CtE OfE 0Lt Zeto= dHet = i3
Cannot be explained by disease or other drugs
> OJOfZ SO0IST A| UNEOR EfESH 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)
> O|E0] IHEX A| 2MHLES  Rechallenge satisfactory, if necessary
> HIZSA Atd]| 2= ZAK], 2|E F02E A7 A JE
Event or laboratory test abnormality, with reasonable time relationship to drug

intake

> LhE 2= 0[L 2etl] Visd Ha

Unlikely to be attributed to disease or other drugs
> OJOFE EOISTHA| QUANOR Efeyst Ut
Response to withdrawal clinically reasonable
> o|AE0| MENH ME = Rechallenge not required
> HIZSA Atd]| 2= AKX, 2|4E F02E A7 A8 JE
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CtE OfE 0Lt Zeto= dHe = Q3
Could also be explained by disease or other drugs
> Q| E T ST et 271 E=ot7L =28
Information on drug withdrawal may be lacking or unclear
> HIEEH A E= AKX, 2/YE T2 AIZHE A2 2|7t HHolX| i=
CHUSHEENE)
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

> H|FAX A EE= ZALX|]  Event or laboratory test abnormality
> M™ot WIIE Ploll O H2 At=7F EotHL
More data for proper assessment needed, or
> FIt XI2E 4E £ Additional data under examination
> O|AHIS S QFA|GH= 211 Report suggesting an adverse reaction
> HEIt E520AU 45 E0 HE o~ AL
Cannot be judged because information is insufficient or contradictory
> X2 E HetstHLL 291gt 4= 8 Data cannot be supplemented or verified
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