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Olutd 01 m™7} 7|& Assessment criteria
Causality term — all points should be reasonably complied
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2HER

Certain

NECEE

Probable/Likely

ts™

Possible

IHs H

Unlikely

I et
Conditional/
Unclassified

It =7t
Unassessable/
Unclassifiable

> HIZSA Atdl| £= AKX, 2|4E F02E A[ZHN A8 JE
Event or laboratory test abnormality, with plausible time relationship to drug
intake
> CtE OfE0[Lt Zeto= dHe = i3
Cannot be explained by disease or other drugs
> OJOFE ROISE Al YANOZ EfEst i
Response to withdrawal plausible (pharmacologically, pathologically)
> OFZBIE| L SIASIYOR AYE ALY
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)
> O|E 0| IHEON] A| 2MHES  Rechallenge satisfactory, if necessary
> HIZSA Atd]| 2= AKX, 2|E F02E A[ZHN 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 ROISE Al QA0 Efgst i
Response to withdrawal clinically reasonable
> o|kE 2| IHEX HE @18  Rechallenge not required
> HIESHE A = AKX, 2[SFE RO AN dS8 d5
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CH2 QJOHZ0|Lt HSHOR MEst 4 9I9
Could also be explained by disease or other drugs
> 2|9t RS HO| et H27t BFoi/L =28
Information on drug withdrawal may be lacking or unclear
> HIESE At IE= ZAK], 2UF S0 A2 M A7} MAHSHK| Pi=
(27Is%t A2 OtH)
Event or laboratory test abnormality, with a time to drug intake that makes a

relationship improbable (but not impossible)
> OE o F0|LE HetO = Efgot 4HO| 7tse

—

Disease or other drugs provide plausible explanations

> H|HAX At EE= ZALR|]  Event or laboratory test abnormality
> MMt WIIE Lloll O 2 At=7t ERolHL
More data for proper assessment needed, or
> F7t AI2E HAE £ Additional data under examination
> O|AHIS S QFA|GH= 211 Report suggesting an adverse reaction
> HEIt E5=0AU 45 E0 HE +~ GAL
Cannot be judged because information is insufficient or contradictory
> X2 E Hetol7 Lt Q1S 4= 2  Data cannot be supplemented or verified
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