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[Schaefer CJ, Ruhrmund DW, Pan L, Seiwert SD, Kossen K (June
2011). "Antifibrotic activities of pirfenidone in animal models". Euro-
pean Respiratory Review. 20 (120): 85-97.]
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[Papakonstantinou E, et al (2016). “Pirfenidone-induced severe
phototoxic reaction in a patient with idiopathic lung fibrosis™. J Eur
Acad Dermatol Venereol. 2016 Aug;30(8):1354-6]
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Causality term
g3l
Certain

Al 2l
Probable/Likely
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Unlikely
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Conditional/
Unclassified

oL 27}
Unassessable/
Unclassifiable
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- all points should be reasonably complied

> HIZJALZS ALl B 74ARR], QIQHEE Eo{Qf A|7H2] M3t AJa
Event or laboratory test abnormality, with plausible time relationship to drug
intake

IT o
> CHZ lofZolLt Hsto 2 Musst 4 Qg

Cannot be explained by disease or other drugs
> O|OE B2 THA| UAIZ O 2 EISSHEES

Response to Wlthdrawal plau3|ble (pharmacologically, pathologically)

> QIS Ei= FAISIHO R AR AL
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or arecognised pharmacological phenomenon)

D> O|QFEEO| 2HEX A| F/JUES  Rechallenge satisfactory, if necessary

> HIZALR ARl E Z4ARR], O|OHE S04 QL AlZHA AT A AjRY
Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CH2 QJofZo|Lt UBo| THsA] M S
Unlikely to be attributed to disease or other drugs

D> O|OE B2 CHA| UASZ O 2 EISSHEES

Response to W|thdrawal cllnlcally reasonable

> OJQfEo| 2HE] HH 1.2 Rechallenge not required

> HIZAI ARl E= 74ARR], QIQHEE EodQf A|Z7Hd M| AJE
Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CIE olofZo|Lt Asto2 Mgt 4 9lg
Could also be explained by disease or other drugs

> O|QFE EO{ZClof| CHSH AHEH I HRSI7LI 22035}
Information on drug withdrawal may be Iacklng or unclear

> HIGASA AL £ ZAAIR], OJQFE EHQF A7F MIT A7 HAHSIR| Y
(E7t52 A2 otdl)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CHE OJoFEo|Lt 210 2 EIGSt Aol THs8
Disease or other drugs provide plausible explanations

> HIYATA Al 2= Z4ALR] Event or laboratory test abnormality
> st WIS sl O L ALZ 7+ LR SIHLY

More data for proper assessment needed, or
> 27t AIRE AE £ Additional data under examination

> O]/ dre S QIAIol= E 11 Report suggesting an adverse reaction
> A HE 7} ="‘b"C'SD‘ILf A= T|Of THCFo 4~ A{LE
Cannot be judged because information is insufficient or contradictory
> AR E HASHL ™olg 4~ 42 Data cannot be supplemented or verified
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