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* Guideline on multiplicity issues in clinical
trials. (EMA, Dec.2016)
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The probability of erroneously finding a statistically-significant
treatment effect in at least one endpoint regardless of the presence
or absence of treatment effect in the other endpoints within the
family.(FDAH A & > R)
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The probability of erroneously finding a statistically-significant
treatment effect in at least one endpoint regardless of the presence
or absence of treatment effect in the other endpoints within the
family.
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Table 1. Decomposition of Endpoint Events in RENAAL* L\/r ~ W I~ [icompo Epl:ﬁin—c L\ é/{ %

Endpoint Losartan Placebo l Hazard ratio= Ip—value
(N=751) (N=762) (95% CI) o - _
mary endpo - =1
i * Compo EPIZCEFENAEAXDIEFEDFF ML EE
creatinine, ESRD, or death 327 350 084 (0.72.097) | 0.022 s "
«  Compo EP£{kh'Positve THLZFDHIZEFT NS —
Decomposition of the primary endpoint pb v AN H s 73 | N \
Doubling of serum 162 198 075 %Bd)?aﬁ;b\negatlvef: & ﬁ**ﬂ?ﬁ‘gﬁ Lt
Creatinine .. . S= ~ < s~
ESRD ] & 033 © REMRLNBOONGIMEEZEDDLLESDEF
Al k. . N =.
Any occurrence of individual components MRELHEY ., ELHRBROFZEICITFICHEL
Doubling of serum 162 198 0.75 (0.61. 0.92) 7«‘~ é
Creatinine =N
ESRD 147 194 0.71 (0.57.0.89)
Death 158 155 1.02 (0.81,127)

ESRD:end-stage renal disease
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