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Figure 1.1.2.3 PROpel Kaplan-Meier plot of time to second progression-free survival (PFS2)

Figure 1.1.2.4 PROpel Kaplan-Meier plot of time to first subsequent therapy or death (TFST)

Figure 1.1.2.5 PROpel Kaplan-Meier plot of time to first PSA progression

Table 1.2.1.1 PROpel Summary of subgroup analysis of Gesamtiiberleben (OS)

Table 1.2.1.2 PROpel Summary of subgroup analysis of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS)

Table 1.2.1.3 PROpel Summary of subgroup analysis of Zeit bis zur ersten symptomatischen skelettbezogenen Komplikation (SSRE)

Table 1.2.1.4 PROpel Summary of subgroup analysis of Zeit bis zur ersten Chemotherapie oder Tod

Table 1.2.1.5 PROpel Summary of subgroup analysis of Zeit bis zum ersten chirurgischen Eingriff wegen Knochenmetastasen

Table 1.2.1.6 PROpel Summary of subgroup analysis of Zeit bis zur ersten Strahlentherapie wegen skelettaler Symptome

Table 1.2.1.7 PROpel Summary of subgroup analysis of Zeit bis zur ersten Knochenfraktur aufgrund von Knochenmetastasen

Table 1.2.1.8 PROpel Summary of subgroup analysis of Zeit bis zur ersten Rickenmarkkompression aufgrund von Knochenmetastasen

Figure 1.2.2.1 PROpel Kaplan-Meier plot of Gesamtiiberleben (OS) for Alter bei Randomisierung=<65 Jahre

Figure 1.2.2.2 PROpel Kaplan-Meier plot of Gesamtiiberleben (OS) for Alter bei Randomisierung=>=65 Jahre

Figure 1.2.2.3 PROpel Kaplan-Meier plot of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS) for Alter bei

Figure 1.2.2.4 PROpel Kaplan-Meier plot of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS) for Alter bei

Figure 1.2.2.5 PROpel Kaplan-Meier plot of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS) for HRRm-Status

Figure 1.2.2.6 PROpel Kaplan-Meier plot of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS) for HRRm-Status

Figure 1.2.2.7 PROpel Kaplan-Meier plot of Radiologisches progressionsfreies Uberleben nach Priifarzt (rPFS) for HRRm-Status

Figure 1.2.2.8 PROpel Kaplan-Meier plot of Zeit bis zur ersten symptomatischen skelettbezogenen Komplikation (SSRE) for
Figure 1.2.2.9 PROpel Kaplan-Meier plot of Zeit bis zur ersten symptomatischen skelettbezogenen Komplikation (SSRE) for

Figure 1.2.2.10 PROpel Kaplan-Meier plot of Zeit bis zur ersten symptomatischen skelettbezogenen Komplikation (SSRE) for Alter
Figure 1.2.2.11 PROpel Kaplan-Meier plot of Zeit bis zur ersten symptomatischen skelettbezogenen Komplikation (SSRE) for Alter

Figure 1.2.2.12 PROpel Kaplan-Meier plot of Zeit bis zur ersten Chemotherapie oder Tod for HRRm-Status basierend auf einem

Figure 1.2.2.13 PROpel Kaplan-Meier plot of Zeit bis zur ersten Chemotherapie oder Tod for HRRm-Status basierend auf einem

Figure 1.2.2.14 PROpel Kaplan-Meier plot of Zeit bis zur ersten Chemotherapie oder Tod for HRRm-Status basierend auf einem

Figure 1.2.2.15 PROpel Kaplan-Meier plot of Zeit bis zur ersten Strahlentherapie wegen skelettaler Symptome for

Figure 1.2.2.16 PROpel Kaplan-Meier plot of Zeit bis zur ersten Strahlentherapie wegen skelettaler Symptome for

Figure 1.2.2.17 PROpel Kaplan-Meier plot of Zeit bis zur ersten Strahlentherapie wegen skelettaler Symptome for Alter bei

Figure 1.2.2.18 PROpel Kaplan-Meier plot of Zeit bis zur ersten Strahlentherapie wegen skelettaler Symptome for Alter bei

Figure 1.2.2.19 PROpel Kaplan-Meier plot of Zeit bis zur ersten Knochenfraktur aufgrund von Knochenmetastasen for Region=Asien
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Figure 1.2.2.20 PROpel Kaplan-Meier plot of Zeit bis zur ersten Knochenfraktur aufgrund von Knochenmetastasen for Region=Europa
Figure 1.2.2.21 PROpel Kaplan-Meier plot of Zeit bis zur ersten Knochenfraktur aufgrund von Knochenmetastasen for Region=Nord-

Table 2.2.1 PROpel Summary of status at time to deterioration in BPI-SF scores

Figure 2.2.3.1 PROpel Kaplan-Meier plot of Zeit bis zur ersten Schmerzprogression (BPI-SF Frage 3) (MID=2)

Figure 2.2.3.2 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung des Schmerzes (BPI-SF Frage 3-6) (MID=2)
Figure 2.2.3.3 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung der Beeintréachtigung durch Schmerzen (BPI-SF

Table 2.2.4.1 PROpel Summary of subgroup analysis of Zeit bis zur ersten Schmerzprogression (BPI-SF Frage 3) (MID=2)

Table 2.2.4.2 PROpel Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung der Beeintrachtigung durch Schmerzen
Table 2.3.1 PROpel Summary of status at time to deterioration in FACT-P overall and subscales

Table 2.3.2 PROpel Summary of analysis of time to first deterioration in FACT-P overall and subscales

Figure 2.3.3.1 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesamtscore (MID=23.4)

Figure 2.3.3.2 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Subskala physisches Wohlbefinden (PWB)
Figure 2.3.3.3 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Subskala soziales Wohlbefinden (SWB)

Figure 2.3.3.4 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Subskala funktionales Wohlbefinden (FWB)
Figure 2.3.3.5 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Subskala emotionales Wohlbefinden (EWB)
Figure 2.3.3.6 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Prostatakarzinom-spezifische Subskala

Table 2.3.4.1 PROpel Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung FACT-P Gesamtscore (MID=23.4)

Figure 2.3.5.1 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesamtscore (MID=23.4) for Metastasen zu
Figure 2.3.5.2 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesamtscore (MID=23.4) for Metastasen zu
Figure 2.3.5.3 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesamtscore (MID=23.4) for Metastasen zu

Table 2.4.1 PROpel Summary of status at time to deterioration in EQ-5D VAS

Figure 2.4.3 PROpel Kaplan-Meier plot of Zeit bis zur ersten Verschlechterung EQ-5D visuelle Analogskala (MID=15)

Table 2.4.4 PROpel Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung EQ-5D visuelle Analogskala (MID=15)

Figure 2.5.2.1 PROpel Mean (+- SD) score for BPI-SF Schmerzprogression (Frage 3) across timepoints by treatment group

Figure 2.5.2.2 PROpel Mean (+- SD) score for BPI-SF Beeintrachtigung durch Schmerzen (Frage 9a-g) across timepoints by
Figure 2.6.2 PROpel Mean (+- SD) score for FACT-P Gesamtscore across timepoints by treatment group

Figure 2.7.2 PROpel Mean (+- SD) score for EQ-5D visuelle Analogskala across timepoints by treatment group

Figure 3.3.2 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Allgemeine Erkrankungen und Beschwerden am

Figure 3.3.3 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Asthenie

Figure 3.3.4 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Ermuedung
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Figure 3.3.5 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Fieber

Stand: 13.01.2023
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Figure 3.3.6 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Oedem peripher
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Figure 3.3.7 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Unwohlsein
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Figure 3.3.8 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Augenerkrankungen

103

Figure 3.3.9 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Endokrine Erkrankungen
Figure 3.3.10 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen der Atemwege des Brustraums und

Figure 3.3.11 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Dyspnoe

104
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Figure 3.3.12 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Husten
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Figure 3.3.13 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Lungenembolie

107

Figure 3.3.14 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Nasenverstopfung

108

Figure 3.3.15 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schmerzen im Oropharynx

109

Figure 3.3.16 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen der Geschlechtsorgane und der

110

Figure 3.3.17 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen der Haut und des Unterhautgewebes

Figure 3.3.18 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Ausschlag
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Figure 3.3.19 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Ausschlag makulo-papuloes

113

Figure 3.3.20 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Pruritus

114

Figure 3.3.21 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Trockene Haut
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Figure 3.3.22 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen der Nieren und Harnwege

116

Figure 3.3.23 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Akute Nierenschaedigung

117

Figure 3.3.24 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Dysurie
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Figure 3.3.25 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Haematurie
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Figure 3.3.26 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Harninkontinenz
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Figure 3.3.27 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Nykturie
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Figure 3.3.28 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Pollakisurie

123

Figure 3.3.29 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen des Blutes und des Lymphsystems
Figure 3.3.30 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Anaemie

124

Figure 3.3.31 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Leukopenie
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Figure 3.3.32 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Lymphopenie

126

Figure 3.3.33 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Neutropenie

127

Figure 3.3.34 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Thrombozytopenie

128
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Figure 3.3.35 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen des Gastrointestinaltrakts

Stand: 13.01.2023

129
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Figure 3.3.36 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Abdominalschmerz
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Figure 3.3.37 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Bauch aufgetrieben

132

Figure 3.3.38 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Diarrhoe

133

Figure 3.3.39 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Dyspepsie
Figure 3.3.40 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Erbrechen

134

Figure 3.3.41 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Flatulenz

135

Figure 3.3.42 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Gastrooesophageale Refluxerkrankung

136

Figure 3.3.43 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Obstipation

137

Figure 3.3.44 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schmerzen Oberbauch

138

Figure 3.3.45 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Stomatitis

139

Figure 3.3.46 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Uebelkeit

140

Figure 3.3.47 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen des Nervensystems

141

Figure 3.3.48 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Dysgeusie

142

Figure 3.3.49 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Erinnerungsvermoegen eingeschraenkt

143

Figure 3.3.50 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Kopfschmerzen

144

Figure 3.3.51 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Paraesthesie

145

Figure 3.3.52 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schwindelgefuehl

146

Figure 3.3.53 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Synkope

147

Figure 3.3.54 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Erkrankungen des Ohrs und des Labyrinths

148

Figure 3.3.55 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Vertigo

149
150

Figure 3.3.56 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Gefaesserkrankungen

151

Figure 3.3.57 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hitzewallung

152

Figure 3.3.58 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypertonie

153

Figure 3.3.59 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypotonie
Figure 3.3.60 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Gutartige boesartige und nicht spezifizierte
Figure 3.3.61 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Herzerkrankungen

154
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Figure 3.3.62 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Palpitationen
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Figure 3.3.63 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Vorhofflimmern

157

Figure 3.3.64 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Infektionen und parasitaere Erkrankungen

158
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Figure 3.3.65 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Bronchitis

Stand: 13.01.2023
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Figure 3.3.66 PROpel Kaplan-Meier plot of time to first occurrence of UE PT COVID-19
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Figure 3.3.67 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Gastroenteritis
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Figure 3.3.68 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Grippe
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Figure 3.3.69 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Harnwegsinfektion
Figure 3.3.70 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Infektion der oberen Atemwege

164

Figure 3.3.71 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Nasopharyngitis

165

Figure 3.3.72 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Pneumonie

166

Figure 3.3.73 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Leber- und Gallenerkrankungen

167

Figure 3.3.74 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Psychiatrische Erkrankungen

168

Figure 3.3.75 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Angst

169

Figure 3.3.76 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Depression

170

Figure 3.3.77 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schlaflosigkeit

171

Figure 3.3.78 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Skelettmuskulatur- Bindegewebs- und

172

Figure 3.3.79 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Arthralgie

173

Figure 3.3.80 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Brustschmerzen die Skelettmuskulatur betreffend

Figure 3.3.81 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Knochenschmerzen

174
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Figure 3.3.82 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Muskelspasmen

176

Figure 3.3.83 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Muskulaere Schwaeche

177

Figure 3.3.84 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Myalgie

178

Figure 3.3.85 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Nackenschmerzen
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Figure 3.3.86 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Rueckenschmerzen

181

Figure 3.3.87 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schmerz in einer Extremitaet

182

Figure 3.3.88 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Schmerzen des Muskel- und Skelettsystems

183

Figure 3.3.89 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Stoffwechsel- und Ernaehrungsstoerungen
Figure 3.3.90 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Appetit vermindert

184

Figure 3.3.91 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Dehydratation
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Figure 3.3.92 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Diabetes mellitus
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Figure 3.3.93 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hyperglykaemie

187

Figure 3.3.94 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypertriglyzeridaemie

188
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Figure 3.3.95 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypokaliaemie

Stand: 13.01.2023
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Figure 3.3.96 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypokalzaemie
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Figure 3.3.97 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hypophosphataemie
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Figure 3.3.98 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Untersuchungen
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Figure 3.3.99 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Alaninaminotransferase erhoeht
Figure 3.3.100 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Alkalische Phosphatase im Blut erhoeht
Figure 3.3.101 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Amylase erhoeht
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Figure 3.3.102 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Aspartataminotransferase erhoeht
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Figure 3.3.103 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Bilirubin im Blut erhoeht

197

Figure 3.3.104 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Elektrokardiogramm QT verlaengert

198

Figure 3.3.105 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Gewicht erhoeht

199

Figure 3.3.106 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Gewicht erniedrigt
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Figure 3.3.107 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Kreatinin im Blut erhoeht
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Figure 3.3.108 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Leukozytenzahl erniedrigt
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Figure 3.3.109 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Lymphozytenzahl erniedrigt
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Figure 3.3.110 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Neutrophilenzahl erniedrigt

204

Figure 3.3.111 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Thrombozytenzahl vermindert
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Figure 3.3.112 PROpel Kaplan-Meier plot of time to first occurrence of UE SOC Verletzung Vergiftung und durch Eingriffe

Figure 3.3.113 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Hauteinriss
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Figure 3.3.114 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Kontusion
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Figure 3.3.115 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Rippenfraktur
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Figure 3.3.116 PROpel Kaplan-Meier plot of time to first occurrence of UE PT Sturz
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Figure 3.3.117 PROpel Kaplan-Meier plot of time to first occurrence of SUE

Figure 3.3.118 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Allgemeine Erkrankungen und Beschwerden am
Figure 3.3.119 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Erkrankungen der Atemwege des Brustraums und

Figure 3.3.120 PROpel Kaplan-Meier plot of time to first occurrence of SUE PT Lungenembolie
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Figure 3.3.121 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Erkrankungen der Nieren und Harnwege
Figure 3.3.122 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Erkrankungen des Blutes und des Lymphsystems

Figure 3.3.123 PROpel Kaplan-Meier plot of time to first occurrence of SUE PT Anaemie
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Figure 3.3.124 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Erkrankungen des Gastrointestinaltrakts
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Figure 3.3.125 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Erkrankungen des Nervensystems

Figure 3.3.126 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Gutartige boesartige und nicht spezifizierte

Figure 3.3.127 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Herzerkrankungen

Figure 3.3.128 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Infektionen und parasitaere Erkrankungen

Figure 3.3.129 PROpel Kaplan-Meier plot of time to first occurrence of SUE PT COVID-19

Figure 3.3.130 PROpel Kaplan-Meier plot of time to first occurrence of SUE PT Pneumonie
Figure 3.3.131 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Skelettmuskulatur- Bindegewebs- und

Figure 3.3.132 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Stoffwechsel- und Ernaehrungsstoerungen

Figure 3.3.133 PROpel Kaplan-Meier plot of time to first occurrence of SUE SOC Verletzung Vergiftung und durch Eingriffe

Figure 3.3.134 PROpel Kaplan-Meier plot of time to first occurrence of Abbruch wegen UE

Figure 3.3.135 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE mit max. CTCAE Grad>=3

Figure 3.3.136 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Allgemeine Erkrankungen und

Figure 3.3.137 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Erkrankungen der Atemwege des

Figure 3.3.138 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Lungenembolie

Figure 3.3.139 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Erkrankungen der Nieren und Harnwege

Figure 3.3.140 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Erkrankungen des Blutes und des

Figure 3.3.141 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Anaemie

Figure 3.3.142 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Erkrankungen des

Figure 3.3.143 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Erkrankungen des Nervensystems

Figure 3.3.144 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Gefaesserkrankungen

Figure 3.3.145 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Hypertonie

Figure 3.3.146 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Gutartige boesartige und nicht

Figure 3.3.147 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Herzerkrankungen

Figure 3.3.148 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Infektionen und parasitaere

Figure 3.3.149 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT COVID-19

Figure 3.3.150 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Pneumonie
Figure 3.3.151 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Skelettmuskulatur- Bindegewebs- und
Figure 3.3.152 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Stoffwechsel- und

Figure 3.3.153 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Untersuchungen

Figure 3.3.154 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Lymphozytenzahl erniedrigt
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Figure 3.3.155 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT Neutrophilenzahl erniedrigt 249
Figure 3.3.156 PROpel Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC Verletzung Vergiftung und durch 250
Figure 3.3.157 PROpel Kaplan-Meier plot of time to first occurrence of UESI hohes potentielles Risiko von MDS/AML 251
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Figure 3.3.159 PROpel Kaplan-Meier plot of time to first occurrence of UESI Pneumonitis 253
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Table 3.5.50 PROpel Summary of subgroup analysis of time to Schwere UESI G>=3 neue primare Malignitat (aulter MDS/AML) 407
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Figure 3.6.15 PROpel Kaplan-Meier plot of UE PT Schwindelgefuehl for Abstammung=Asiatisch 427
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Figure 3.6.29 PROpel Kaplan-Meier plot of UE PT Lymphozytenzahl erniedrigt for PSA zu Baseline=Unter medianem PSA-Baselinewert
Figure 3.6.30 PROpel Kaplan-Meier plot of UE PT Lymphozytenzahl erniedrigt for PSA zu Baseline=Uber medianem PSA-Baselinewert
Figure 3.6.31 PROpel Kaplan-Meier plot of UE PT Lymphozytenzahl erniedrigt for Schmerzen zu baseline=Symptomatisch

Figure 3.6.32 PROpel Kaplan-Meier plot of UE PT Lymphozytenzahl erniedrigt for Schmerzen zu baseline=Asymptomatischmild

Figure 3.6.33 PROpel Kaplan-Meier plot of Abbruch wegen UE for PSA zu Baseline=Unter medianem PSA-Baselinewert
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Figure 5.4.1 PROpel Mean (+- SD) score for EQ-5D visuelle Analogskala across timepoints by treatment group
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Figure 1.1.2.3 PROpel: Kaplan-Meier plot of time to second progression-free survival (PFS2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 380 349 319 289 269 259 239 230 186 113 65 22 2 0 Olaparib + Abiraterone
397 373 351 318 293 258 238 221 196 141 85 51 11 0 0 Placebo + Abiraterone
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Figure 1.1.2.4 PROpel: Kaplan-Meier plot of time to first subsequent therapy or death (TFST)
Ful | Analysis Set, DCO 14MAR2022
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397 378 345 313 273 231 203 177 156 112 66 38 6 0 0 Placebo + Abiraterone
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Figure 1.1.2.5 PROpel : Kaplan-Meier plot of tinme to first PSA progression
Ful | Analysis Set, DCO 14MAR2022
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O apari b PROpel, Nutzenbewertung nach AVMNOG

Table 1.2.1.1 PROpel: Summary of subgroup anal ysis of Gesant iiberl eben (OS)
Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023

Seite 1 von 3

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 74 (34,7) NE [ NE NE] 226 86 (38,1) NE [ NE NE] 0, 89 [0,65; 1,22] 0, 4790
Vi szeral 67 32 (47,8) 30,5 [24,0; Ng 73 42 (57,5) 23,8 [20,1; Ng 0,79 [0,49; 1,25] 0, 3110
ander e 119 42 (35,3) NE [ NE NE] 98 43 (43,9) NE [ NE NE] 0, 77 [0,50; 1,17] 0, 2184
I nteraktion p-Wert 0, 8175
Docet axel - Behandl ung des nHSPC
Ja 90 38 (42,2) 34,9 [30,1; Ng 90 47 (52,2) 27,4 [23,1; Ng 0, 77 [0,50; 1,18] 0, 2284
Nei n 309 110 (35,6) NE [ NE NE] 307 124 (40, 4) NE [ NE NE] 0, 86 [0,66; 1,11] 0, 2474
I nteraktion p-Wert 0, 6635
Al ter bei Randomi si erung
<65 Jahre 130 35 (26,9) NE [ NE NE] 97 42 (43,3) NE [ NE NE] 0,57 [0,36; 0,90] 0, 0152*
>=65 Jahre 269 113 (42,0) NE [ NE NE] 300 129 (43,0) NE [ NE NE] 0,98 [0,76; 1,26] 0, 8461
I nteraktion p-Wert 0, 0435*
Regi on
Asi en 91 21 (23,1) NE [ NE NE] 104 37 (35,6) NE [ NE NE] 0, 57 [0,33; 0,96] 0, 0358*
Eur opa 178 78 (43,8) NE [ NE NE] 172 80 (46,5) 32,2 [26,3; NE] 0, 95 [0,69; 1,29] 0, 7320
Nor d- und Suedaneri ka 130 49 (37,7) NE [ NE NE] 121 54 (44,6) NE [ NE NE] 0, 84 [0,57; 1,23] 0, 3688
I nteraktion p-Wert 0, 2675
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 41 (41,8) 33,4 [29,1; Ng 100 54 (54,0) 26,7 [23,7;33,2] 0,72 [0, 48; 1,08] 0, 1098
Ni cht - HRRm 269 100 (37,2) NE [ NE NE] 267 110 (41,2) NE [ NE NE] 0, 88 [0,67; 1,16] 0, 3642
Unbekannt 32 7 (21,9) NE [ NE NE] 30 7 (23,3) NE [ NE NE] 0, 97 [0,33; 2,84] 0, 9580
I nteraktion p-Wert 0, 6835
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

levels with

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progranm ttesubeff.sas gttesubeffaaa 05DEC2022: 09: 12 khcs324
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Table 1.2.1.1 PROpel: Summary of subgroup anal ysis of Gesant iiberl eben (OS)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 21 (33,9) NE [ NE NE] 56 24 (42,9) NE [ NE NE] 0,71 [0,39; 1,27] 0, 2424
Ni cht - HRRm 207 81 (39,1) NE [ NE NE] 210 83 (39,5) NE [ NE NE] 1,00 [0,73; 1,35] 0, 9760
Unbekannt 130 46 (35,4) NE [ NE NE] 131 64 (48,9) 32,0 [25,8; NE] 0, 69 [0,47; 1,01] 0, 0533
I nteraktion p-Wert 0, 2780

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 9 (31,0) NE [ NE NE] 22 13 (59,1) 25,7 [14,9; Ng 0,41 [0,17; 0,95] 0, 0367*
Ni cht - HRRm 330 127 (38,5) NE [ NE NE] 327 135 (41,3) NE [ NE NE] 0, 93 [0,73; 1,18] 0, 5355
Unbekannt 40 12 (30,0) 33,4 [32,7; Ng 48 23 (47,9) 32,2 [22,5; Ng| 0, 57 [0,27; 1,13] 0, 1076
I nteraktion p-Wert 0, 0971

ECOG PS zu Basel i ne

0 286 102 (35,7) NE [ NE NE] 272 111 (40, 8) NE [ NE NE] 0, 87 [0,67; 1,14] 0, 3146
1 112 46 (41,1) NE [ NE NE] 124 60 (48,4) 28,6 [22,9; Ng] 0, 77 [0,52; 1,12] 0, 1708
I nteraktion p-Wert 0, 5876

PSA zu Basel i ne

Unt er nedi anem 196 55 (28,1) NE [ NE NE| 200 68 (34,0) NE [ NE NE| 0,79 [0,55; 1,12] 0, 1878
PSA- Basel i newert

Uber medi anem 201 92 (45, 8) NE [ NE NE| 196 102 (52,0) 27,4 [24,2;33,2] 0, 87 [0, 65; 1,15] 0, 3157
PSA- Basel i newert

I nteraktion p-Wert 0, 6846

Abst ammung
Kaukasi sch 282 114 (40, 4) NE [ NE NE] 275 131 (47,6) 32,2 [26,3; Ng 0, 83 [0,64; 1,07] 0, 1440
Af r oaneri kani sch 14 4 (28,6) NE [ NE NE] 11 4 (36, 4) NE [ NE NE] 0,72 [0,17; 3,04] 0, 6425

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.1 PROpel :

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

DCO 14NVAR2022

Summary of subgroup anal ysis of Gesant iiberl eben (QOS)
Ful | Analysis Set,

Stand: 13.01.2023

Seite 3 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 15 (22,7) NE [ NE NE] 72 22 (30,6) NE [ NE NE] 0, 65 [0,33; 1,24] 0, 1940
Ander e 15 7 (46,7) NE [ NE NE] 9 1(11,1) NE [ NE NE] 4,91 [0,87; 91,88] 0, 0742
I nteraktion p-Wert 0, 1957
Schnerzen zu basel i ne
Synpt omat i sch 103 62 (60,2) 22,9 [18,4;29,2] 80 49 (61,3) 22,8 [16,4; 26, 2] 0, 95 [0,66; 1,39] 0, 8028
Asynpt omati sch/m | d 266 77 (28,9) NE [ NE NE] 294 111 (37,8) NE [ NE NE] 0,73 [0,54; 0,97] 0, 0314~
synpt omati sch
I nteraktion p-Wert 0, 2649
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
If >=10 patients for all

ties.
resul ts from nodel

| evel
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subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for
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treatment by subgroup interaction.
i nteraction nodel
both treatnents,
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>0 events for

Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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A apari b PROpel,

Nut zenbewer t ung nach AMNOG

Stand: 13.01.2023

Seite 1 von 3

Table 1.2.1.2 PROpel : Summary of subgroup anal ysis of Radiol ogi sches progressionsfrei es Uberl eben nach Prifarzt (rPFS)

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i enten Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 97 (45,5) 27,8 [24,6; 30, 5] 226 126 (55,8) 21,2 [19,1; 24, 6] 0, 77 [0, 59; 0, 0496*
0, 9996]
Vi szeral 67 43 (64,2) 16,5 [11,4;19, 3] 73 56 (76,7) 10,1 [ 5,8;13,7] 0, 69 [0,46; 1,03] 0, 0685
ander e 119 59 (49,6) 24,8 [16,5;33,2] 98 76 (77,6) 13,7 [11,1;16,4] 0, 55 [0,39; 0,77] 0, 0005*
I nteraktion p-Wert 0, 3008
Docet axel - Behandl ung des nHSPC
Ja 90 43 (47,8) 23,7 [16,4;31,7] 90 57 (63,3) 14,2 [11,5;21,1] 0, 69 [0,46; 1,03] 0, 0678
Nei n 309 156 (50,5) 25,2 [20,6;29,1] 307 201 (65,5) 16,6 [14,3;19, 3] 0,70 [0,57; 0, 86] 0, 0008*
I nteraktion p-Wert 0, 9672
Al ter bei Randomi si erung
<65 Jahre 130 54 (41,5) 33,2 [23,7; Ng] 97 64 (66,0) 16,4 [11,7;22,0] 0,52 [0,36; 0, 75] 0, 0004*
>=65 Jahre 269 145 (53,9) 22,5 [19,3;27, 2] 300 194 (64,7) 16,6 [13,9;19, 3] 0, 80 [0, 64; 0,99] 0, 0389*
I nteraktion p-Wert 0, 0476*
Regi on
Asi en 91 38 (41,8) 33,7 [24,6; Ng 104 61 (58,7) 19,1 [13,8;23,1] 0, 55 [0,36; 0,82] 0, 0034*
Eur opa 178 95 (53,4) 21,9 [17,5;27,6] 172 123 (71,5) 13,9 [13,6;16,7] 0, 69 [0,53; 0,90] 0, 0069*
Nor d- und Suedaneri ka 130 66 (50,8) 24,8 [16,5;31,7] 121 74 (61,2) 19,4 [14,3;22,0] 0, 83 [0,59; 1,16] 0, 2689
I nteraktion p-Wert 0, 3052
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 50 (51,0) 25,0 [15,3;30, 3] 100 72 (72,0) 13,6 [ 9,3;16,5] 0, 55 [0,38; 0,79] 0, 0010*
Ni cht - HRRm 269 139 (51,7) 24,8 [19,4; 27, 6] 267 171 (64,0) 19,0 [14,2;20,9] 0, 77 [0,62; 0,97] 0, 0251*
Unbekannt 32 10 (31,3) NE [ NE NE] 30 15 (50,0) 19,3 [13,9; Ng| 0, 57 [0,25; 1,25] 0, 1574
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
If >=10 patients for all

ties.
resul ts from nodel

| evel had >=10 events,
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Table 1.2.1.2 PROpel : Summary of subgroup anal ysis of Radiol ogi sches progressionsfrei es Uberl eben nach Prifarzt (rPFS)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)

Anzahl (% Anzahl (%

der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard

mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
I nteraktion p-Wert 0,2471

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 26 (41,9) NE [ NE NE] 56 42 (75,0) 16,5 [10,8; 19, 4] 0, 42 [0,25; 0,68] 0, 0004*
Ni cht - HRRm 207 111 (53,6) 22,2 [19,2; 27, 6] 210 130 (61,9) 16,6 [13,8;19,4] 0, 86 [0,67; 1,11] 0, 2421
Unbekannt 130 62 (47,7) 27,9 [19,4;33,2] 131 86 (65,6) 16,4 [13,8;21,8] 0, 63 [0, 46; 0, 88] 0, 0059*
I nteraktion p-Wert 0, 0267*

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 12 (41,4) NE [ NE NE] 22 17 (77,3) 8,6 [ 5,3;16,4] 0, 31 [0,14; 0,64] 0, 0017*
Ni cht - HRRm 330 167 (50,6) 24,8 [19,4;27,7] 327 208 (63,6) 16,6 [13,9;19, 3] 0,75 [0, 61; 0,91] 0, 0046*
Unbekannt 40 20 (50,0) 27,6 [16,3; NE| 48 33 (68,8) 19,4 [12,3;24,2] 0, 67 [0,38; 1,16] 0, 1535
I nteraktion p-Wert 0, 0723

ECOG PS zu Basel i ne

0 286 138 (48,3) 27,6 [22,1;30,2] 272 174 (64,0) 16,7 [14,3;19, 4] 0, 69 [0,55; 0, 86] 0, 0011*
1 112 61 (54,5) 17,5 [13,6;27,7] 124 84 (67,7) 14,6 [11,6;19, 3] 0,73 [0,52; 1,02] 0, 0620
I nteraktion p-Wert 0, 7758

PSA zu Basel i ne

Unt er nedi anem 196 90 (45,9) 27,6 [24,9;32,7] 200 113 (56,5) 22,0 [19,1;26,3] 0,76 [0, 58; 1,005] 0, 0539
PSA- Basel i newert

Uber medi anem 201 108 (53,7) 19,2 [14,7;27,8] 196 144 (73,5) 13,8 [11,5;15,5] 0, 63 [0, 49; O0,81] 0, 0003~
PSA- Basel i newert

I nteraktion p-Wert 0, 3374

Abst ammung
Kaukasi sch 282 152 (53,9) 22,2 [19,2;27, 6] 275 188 (68,4) 15,0 [13,8;19, 1] 0,71 [0,57; 0, 88] 0, 0017*

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.2 PROpel : Summary of subgroup anal ysis of Radiol ogi sches progressionsfrei es Uberl eben nach Prifarzt (rPFS)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i enten Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Af r oanmeri kani sch 14 5 (35,7) NE [ NE NE] 11 6 (54,5) 21,8 [ 8,6; NE| 0,70 [0,20; 2,32] 0, 5550
Asi ati sch 66 24 (36,4) NE [ NE NE] 72 40 (55,6) 19,3 [13,8;33,1] 0, 55 [0,33; 0,90] 0, 0178*
Ander e 15 9 (60,0) 25,6 [ 2,6; NE] 9 4 (44, 4) NE [ NE NE] 1, 60 [0,52; 5,90] 0, 4236
I nteraktion p-Wert 0, 3953
Schnerzen zu basel i ne
Synpt omat i sch 103 67 (65,0) 14,1 [11,2;19,3] 80 59 (73,8) 13,8 [ 8,4; 16, 4] 0, 80 [0,57; 1,14] 0, 2234
Asynpt omati sch/m | d 266 119 (44,7) 29,1 [27,6;30,5] 294 185 (62,9) 19,1 [14,6;19, 4] 0, 62 [0,49; 0,78] <0, 0001*
synpt omati sch
I nteraktion p-Wert 0, 2258

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.3 PROpel: Summary of subgroup analysis of Zeit bis zur ersten synptonmati schen skel ettbezogenen Konplikation (SSRE)

Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 27 (12, 7) NE [ NE NE] 226 31 (13,7) NE [ NE NE] 0, 89 [0,53; 1,48] 0, 6426
Vi szeral 67 3 ( 4,5 NE [ NE NE] 73 8 (11,0) NE [ NE NE] 0, 34 [0,07; 1,16] 0, 0866
ander e 119 11 ( 9,2) NE [ NE NE] 98 10 (10,2) NE [ NE NE] 0, 78 [0,33; 1,88] 0, 5757
I nteraktion p-Wert 0, 3788
Docet axel - Behandl ung des nHSPC
Ja 90 20 (22,2) NE [ NE NE] 90 14 (15,6) NE [ NE NE] 1, 36 [0,69; 2,74] 0, 3776
Nei n 309 21 ( 6,8) NE [ NE NE] 307 35 (11,4) NE [ NE NE] 0, 54 [0,31; 0,92] 0, 0234*
I nteraktion p-Wert 0, 0364*
Al ter bei Randomi si erung
<65 Jahre 130 20 (15,4) NE [ NE NE] 97 9 ( 9,3 NE [ NE NE] 1,42 [0,67; 3,29] 0, 3708
>=65 Jahre 269 21 ( 7,8) NE [ NE NE] 300 40 (13,3) NE [ NE NE] 0, 56 [0,32; 0,93] 0, 0253*
I nteraktion p-Wert 0, 0456*
Regi on
Asi en 91 7(77) NE [ NE NE] 104 11 (10, 6) NE [ NE NE] 0, 58 [0,21; 1,46] 0, 2471
Eur opa 178 25 (14,0) NE [ NE NE] 172 21 (12,2) NE [ NE NE] 1,07 [0,60; 1,93] 0, 8218
Nor d- und Suedaneri ka 130 9 ( 6,9 NE [ NE NE] 121 17 (14,0) NE [ NE NE] 0, 49 [0,21; 1,08] 0, 0783
I nteraktion p-Wert 0, 2451
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 11 (11,2) NE [ NE NE] 100 18 (18,0) NE [ NE NE] 0, 50 [0,23; 1,04] 0, 0629
Ni cht - HRRm 269 27 (10,0) NE [ NE NE] 267 28 (10,5) NE [ NE NE] 0,91 [0,54; 1,55] 0, 7361
Unbekannt 32 3 (94 NE [ NE NE] 30 3 (10,0) NE [ NE NE] 0, 90 [0,17; 4,86] 0, 8966
I nteraktion p-Wert 0,4129
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

levels with

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.3 PROpel: Summary of subgroup analysis of Zeit bis zur ersten synptonmati schen skel ettbezogenen Konplikation (SSRE)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 8 (12,9) NE [ NE NE] 56 10 (17,9) NE [ NE NE] 0, 58 [0,22; 1,46] 0, 2425
Ni cht - HRRm 207 21 (10,1) NE [ NE NE] 210 23 (11,0) NE [ NE NE] 0,91 [0,50; 1,65] 0, 7625
Unbekannt 130 12 ( 9,2) NE [ NE NE] 131 16 (12,2) NE [ NE NE] 0, 66 [0,31; 1,40] 0, 2798
I nteraktion p-Wert 0, 6575

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 3 (10, 3) NE [ NE NE] 22 4 (18,2) NE [ NE NE] 0, 35 [0,07; 1,60] 0, 1721
Ni cht - HRRm 330 31 ( 9,4) NE [ NE NE] 327 37 (11,3) NE [ NE NE] 0, 78 [0, 48; 1,26] 0, 3159
Unbekannt 40 7 (17,5) NE [ NE NE] 48 8 (16,7) NE [ NE NE] 0, 95 [0,33; 2,66] 0, 9261
I nteraktion p-Wert 0, 5420

ECOG PS zu Basel i ne

0 286 30 (10,5) NE [ NE NE] 272 29 (10,7) NE [ NE NE] 0, 94 [0,56; 1,57] 0, 8088
1 112 11 ( 9,8) NE [ NE NE] 124 20 (16,1) NE [ NE NE] 0,51 [0,23; 1,04] 0, 0638
I nteraktion p-Wert 0,1721

PSA zu Basel i ne

Unt er nedi anem 196 18 ( 9,2) NE [ NE NE| 200 19 ( 9,5) NE [ NE NE| 0, 90 [0,47; 1,73] 0, 7554
PSA- Basel i newert

Uber medi anem 201 23 (11, 4) NE [ NE NE| 196 30 (15, 3) NE [ NE NE| 0, 66 [0,38; 1,14] 0, 1362
PSA- Basel i newert

I nteraktion p-Wert 0, 4728

Abst ammung
Kaukasi sch 282 31 (11,0) NE [ NE NE] 275 37 (13,5) NE [ NE NE] 0, 76 [0,47; 1,22] 0, 2513
Af r oarer i kani sch 14 0 NE [ NE  NE] 11 2 (18, 2) NE [ NE  NE] NC [ NC] NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.3 PROpel: Summary of subgroup analysis of Zeit bis zur ersten synptonmati schen skel ettbezogenen Konplikation (SSRE)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 4 ( 6,1) NE [ NE NE] 72 8 (11,1) NE [ NE NE] 0, 45 [0,12; 1,42] 0, 1739
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 4152
Schrer zen zu basel i ne
Synpt omat i sch 103 15 (14,6) NE [ NE NE] 80 16 (20,0) NE [ NE NE] 0, 68 [0,33; 1,39] 0, 2879
Asynpt omati sch/m | d 266 23 ( 8,6) NE [ NE NE] 294 32 (10,9) NE [ NE NE] 0,70 [0,40; 1,19] 0, 1871
synpt omati sch
I nteraktion p-Wert 0, 9573

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.4 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Chenotherapi e oder Tod
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=301) (N=296)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 159 65 (40,9) NE [ NE NE] 164 84 (51,2) 26,3 [23,0; NEg] 0,73 [0,53; 1,01] 0, 0601
Vi szeral 53 33 (62,3) 19,7 [13,8;28,5] 53 37 (69,8) 18,4 [13,2;22,7] 0, 81 [0,50; 1,29] 0, 3659
ander e 89 35 (39,3) NE [ NE NE] 79 46 (58,2) 21,2 [14,9;31, 8] 0, 59 [0,38; 0,91] 0, 0175*
I nteraktion p-Wert 0, 6006
Docet axel - Behandl ung des nHSPC
Nei n 301 133 (44,2) NE [ NE NE] 296 167 (56,4) 23,8 [21,7;27,0] 0,71 [0,57; 0,89] 0, 0032*
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 81 26 (32,1) NE [ NE NE] 59 32 (54,2) 23,7 [17,9; Ng| 0, 50 [0,29; 0,83] 0, 0077*
>=65 Jahre 220 107 (48,6) 30,1 [25,0; NEg| 237 135 (57,0) 23,8 [20,9;27,0] 0, 80 [0,62; 1,03] 0, 0834
I nteraktion p-Wert 0, 1022
Regi on
Asi en 80 27 (33,8) NE [ NE NE] 89 44 (49,4) 26,4 [20,5; NE| 0, 55 [0,34; 0,88] 0, 0125*
Eur opa 119 61 (51,3) 27,7 [22,6; NE] 114 76 (66,7) 20,9 [17,1;23,7] 0, 69 [0,49; 0,97] 0, 0309*
Nor d- und Suedaneri ka 102 45 (44,1) NE [ NE NE] 93 47 (50,5) 28,1 [21,7; Ng 0, 88 [0,59; 1,33] 0, 5545
I nteraktion p-Wert 0, 3232

HRRm St at us basi erend auf ei nem ct DNA- Test

HRRm 70 32 (45,7) NE [ NE NE] 77 51 (66,2) 19,9 [14,9; 25, 5] 0, 60 [0,38; 0,92] 0, 0196*
Ni cht - HRRm 209 95 (45,5) NE [ NE NE] 198 107 (54,0) 25,5 [22,0;31, 8] 0, 78 [0,59; 1,03] 0, 0837
Unbekannt 22 6 (27,3) NE [ NE NE] 21 9 (42,9) NE [ NE NE] 0, 55 [0,18; 1,52] 0, 2491
I nteraktion p-Wert 0, 5093

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.4 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Chenotherapi e oder Tod
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=301) (N=296)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 48 17 (35,4) NE [ NE NE] 43 23 (53,5) 25,5 [16,7; NE| 0, 57 [0,30; 1,05] 0, 0722
Ni cht - HRRm 154 75 (48,7) 30,1 [24,5; NE] 151 82 (54,3) 23,9 [20,3; Ng] 0, 84 [0,61; 1,14] 0, 2640
Unbekannt 99 41 (41, 4) NE [ NE NE] 102 62 (60,8) 23,0 [20,0; 26, 4] 0,61 [0,41; 0,91] 0, 0138*
I nteraktion p-Wert 0, 3490

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 22 5 (22,7) NE [ NE NE] 16 12 (75,0) 14,9 [10, 4; 26, 3] 0, 20 [0,06; 0,53] 0, 0012*
Ni cht - HRRm 246 115 (46,7) NE [ NE NE] 246 137 (55,7) 25,2 [22,0; 28, 6] 0, 78 [0,61; 1,005] 0, 0547
Unbekannt 33 13 (39,4) 32,7 [19,1; Ng| 34 18 (52,9) 22,5 [13,7; Ng| 0, 65 [0,31; 1,32] 0, 2338
I nteraktion p-Wert 0, 0275*

ECOG PS zu Basel i ne

0 224 95 (42,4) NE [ NE NE] 205 111 (54,1) 26,3 [22,7;32,0] 0,73 [0,55; 0,96] 0, 0240*
1 76 38 (50,0) 28,5 [15,9; Ng 90 56 (62,2) 17,5 [13,2;25,2] 0,70 [0, 46; 1,05] 0, 0845
I nteraktion p-Wert 0, 8593

PSA zu Basel i ne

Unt er nedi anem 151 56 (37,1) NE [ NE NE| 149 68 (45, 6) NE [ NE NE| 0,77 [0,54; 1,10] 0, 1498
PSA- Basel i newert

Uber medi anem 149 76 (51,0) 27,9 [21,2; Nf 147 99 (67,3) 18,0 [14,9;22,0] 0, 64 [0, 48; 0,87] 0, 0037~
PSA- Basel i newert

I nteraktion p-Wert 0, 4440

Abst ammung
Kaukasi sch 202 97 (48,0) 32,7 [24,5; Ng 194 121 (62,4) 22,0 [19,9;25,9] 0,70 [0,54; 0,92] 0, 0100*
Af r oaneri kani sch 12 4 (33,3) NE [ NE NE] 9 3 (33,3) NE [ NE NE] 1,01 [0,22; 5,12] 0, 9910

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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bis zur ersten Chenotherapie oder Tod

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=301) (N=296)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 60 20 (33,3) NE [ NE NE] 67 32 (47,8) 26,4 [19,8; Ng 0, 57 [0,32; 0,99] 0, 0446*
Ander e 11 5 (45,5) NE [ NE NE] 8 1 (12,5) NE [ NE NE] 4,16 [0,67; 79,62] 0, 1359
I nteraktion p-Wert 0, 2207
Schnerzen zu basel i ne
Synpt omat i sch 64 44 (68,8) 14,9 [11,7;24,1] 61 45 (73,8) 15,0 [12,6;19,9] 0, 85 [0,56; 1,28] 0, 4307
Asynpt omati sch/m | d 212 79 (37,3) NE [ NE NE] 212 109 (51,4) 26,4 [22,7; Ng 0, 65 [0,49; 0,87] 0, 0035*
synpt omati sch
I nteraktion p-Wert 0, 3127
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
If >=10 patients for all

ties.
resul ts from nodel

| evel had >=10 events,

i ncludi ng treatnent,
insufficient data were dropped and,
and >0 events for

subgroup | evel s,
subgr oup,
if appropriate,

>=10 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel

both treatnments, results from nodel

>0 events for all

re-fitted. If interaction nodel

for 1 level

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.5 PROpel : Summary of subgroup analysis of Zeit bis zumersten chirurgi schen Eingriff wegen Knochennet ast asen
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 0 NE [ NE NE] 226 4 (1,8) NE [ NE NE] NC [NC] NC
Vi szeral 67 0 NE [ NE NE] 73 0 NE [ NE NE] NC [NC] NC
ander e 119 2 (1,7 NE [ NE NE] 98 2 (2,0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 0 NE [ NE NE] 90 2 (22 NE [ NE NE] NC [NC] NC
Nei n 309 2 ( 0,6) NE [ NE NE] 307 4 ( 1,3) NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 2 (1,5 NE [ NE NE] 97 2 (2,1 NE [ NE NE] NC [NC NC
>=65 Jahre 269 0 NE [ NE NE] 300 4 ( 1,3) NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 1( 1,1 NE [ NE NE] 104 1( 1,0 NE [ NE NE] NC [NC] NC
Eur opa 178 0 NE [ NE NE] 172 3 (1,7 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 1(0,8) NE [ NE  NE] 121 2 (14,7 NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 1( 1,0 NE [ NE NE] 100 5 ( 50 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 269 1(0,4) NE [ NE NE] 267 1(0,4) NE [ NE NE] NC [NC] NC
Unbekannt 32 0 NE [ NE NE] 30 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.5 PROpel : Summary of subgroup analysis of Zeit bis zumersten chirurgi schen Eingriff wegen Knochennet ast asen
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 1(1,6) NE [ NE NE| 56 3 ( 5,4) NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 207 1( 0,5 NE [ NE NE| 210 2 (1,0 NE [ NE NE| NC [ NC] NC

Unbekannt 130 0 NE [ NE NE| 131 1(0,8) NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 1( 3,4) NE [ NE NE| 22 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 1(0,3) NE [ NE NE| 327 4 ( 1,2) NE [ NE NE| NC [ NC] NC

Unbekannt 40 0 NE [ NE NE| 48 2 ( 4,2) NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
ECOG PS zu Basel i ne

0 286 2 (0,7 NE [ NE NE| 272 2 (0,7) NE [ NE NE| NC [ NC] NC

1 112 0 NE [ NE NE| 124 4 ( 3,2) NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
PSA zu Basel i ne

Unt er nedi anem 196 1( 0,5 NE [ NE NE| 200 3 (1,5) NE [ NE NE| NC [ NC] NC
PSA- Basel i newert

Uber medi anem 201 1( 0,5 NE [ NE NE| 196 3(1,5) NE [ NE NE| NC [ NC] NC
PSA- Basel i newert

I nteraktion p-Wert NC
Abst ammung

Kaukasi sch 282 2 (0,7 NE [ NE NE| 275 5 ( 1,8) NE [ NE NE| NC [ NC] NC

Af r oarer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.5 PROpel : Summary of subgroup analysis of Zeit bis zumersten chirurgi schen Eingriff wegen Knochennet ast asen
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% KI ] mt [95% KI ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 0 NE [ NE NE] 72 1( 1,4 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 0 NE [ NE NE] 80 3 ( 3,8 NE [ NE NE] NC [NC] NC
Asynpt omati sch/m | d 266 2(0,8) NE [ NE NE] 294 3 (1,0 NE [ NE NE] NC [NC] NC
synpt omati sch
I nteraktion p-Wert NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.6 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Strahl entherapi e wegen skel ettal er Synptone

Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 20 ( 9,4) NE [ NE NE] 226 26 (11,5) NE [ NE NE] 0, 78 [0,43; 1,39] 0, 3979
Vi szeral 67 2 ( 3,0 NE [ NE NE] 73 5 ( 6,8) NE [ NE NE] 0, 36 [0,05; 1,67] 0, 1973
ander e 119 6 ( 50 NE [ NE NE] 98 9 (9,2 NE [ NE NE] 0, 47 [0,16; 1,31] 0, 1473
I nteraktion p-Wert 0, 5271
Docet axel - Behandl ung des nHSPC
Ja 90 16 (17,8) NE [ NE NE] 90 11 (12,2) NE [ NE NE] 1,37 [0, 64; 3,04] 0, 4173
Nei n 309 12 ( 3,9) NE [ NE NE] 307 29 ( 9,4) NE [ NE NE] 0, 37 [0,18; 0,71] 0, 0024*
I nteraktion p-Wert 0, 0105*
Al ter bei Randomi si erung
<65 Jahre 130 15 (11,5) NE [ NE NE] 97 7(7,2 NE [ NE NE] 1,35 [0,57; 3,54] 0, 5030
>=65 Jahre 269 13 ( 4,8) NE [ NE NE] 300 33 (11,0) NE [ NE NE] 0, 42 [0,21; 0,77] 0, 0049*
I nteraktion p-Wert 0, 0306*
Regi on
Asi en 91 3 ( 3,3 NE [ NE NE] 104 7 (6,7 NE [ NE NE] 0, 38 [0,08; 1,38] 0, 1439
Eur opa 178 18 (10,1) NE [ NE NE] 172 17 ( 9,9) NE [ NE NE] 0, 95 [0,49; 1,86] 0, 8777
Nor d- und Suedaneri ka 130 7 (54 NE [ NE NE] 121 16 (13,2) NE [ NE NE] 0,41 [0,16; 0,95] 0, 0380*
I nteraktion p-Wert 0, 2229
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 6 ( 6,1) NE [ NE NE] 100 15 (15,0) NE [ NE NE] 0, 32 [0,11; 0,79] 0, 0127*
Ni cht - HRRm 269 20 ( 7,4) NE [ NE NE] 267 22 ( 8,2) NE [ NE NE] 0, 86 [0,47; 1,58] 0, 6226
Unbekannt 32 2 (6,3 NE [ NE NE] 30 3 (10,0) NE [ NE NE] 0, 60 [0,08; 3,63] 0, 5733
I nteraktion p-Wert 0, 2109
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

levels with

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.6 PROpel: Sunmary of subgroup analysis of Zeit

Ful I Anal ysis Set,

bis zur ersten Strahl ent herapi e wegen skel ettal er Synptone
DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone

(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE| 56 8 (14, 3) NE [ NE NE| 0,35 [0,09; 1,12] 0, 0776

Ni cht - HRRm 207 15 ( 7,2) NE [ NE NE| 210 19 ( 9,0) NE [ NE NE| 0,79 [0,39; 1,54] 0, 4859

Unbekannt 130 9 ( 6,9) NE [ NE NE| 131 13 ( 9,9) NE [ NE NE| 0,61 [0, 25; 1,42] 0, 2549

I nteraktion p-Wert 0, 5069
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 1( 3,4) NE [ NE NE| 22 3 (13,6) NE [ NE NE| 0,15 [0,01; 1,19] 0, 0728

Ni cht - HRRm 330 20 ( 6,1) NE [ NE NE| 327 30 ( 9,2) NE [ NE NE| 0, 62 [0,35; 1,09] 0, 0961

Unbekannt 40 7 (17,5) NE [ NE NE| 48 7 (14, 6) NE [ NE NE| 1,09 [0,37; 3,20] 0, 8660

I nteraktion p-Wert 0, 2409
ECOG PS zu Basel i ne

0 286 18 ( 6,3) NE [ NE NE| 272 24 ( 8,8) NE [ NE NE| 0, 67 [0,36; 1,23] 0, 1997

1 112 10 ( 8,9) NE [ NE NE| 124 16 (12,9) NE [ NE NE| 0, 59 [0, 26; 1, 28] 0, 1811

I nteraktion p-Wert 0, 7915
PSA zu Basel i ne

Unt er nedi anem 196 15 ( 7,7) NE [ NE NE| 200 14 ( 7,0) NE [ NE NE| 1,02 [0, 49; 2,14] 0, 9593
PSA- Basel i newert

Uber medi anem 201 13 ( 6,5) NE [ NE NE| 196 26 (13,3) NE [ NE NE| 0, 43 [0, 21; 0,82] 0, 0100~
PSA- Basel i newert

I nteraktion p-Wert 0, 0831
Abst ammung

Kaukasi sch 282 22 (1 7,8) NE [ NE NE| 275 32 (11, 6) NE [ NE NE| 0, 62 [0, 35; 1,06] 0, 0801

Af r oarer i kani sch 14 0 NE [ NE  NE] 11 2 (18, 2) NE [ NE  NE] NC [ NC] NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.6 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Strahl entherapi e wegen skel ettal er Synptone
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 1( 1,5 NE [ NE NE] 72 4 ( 5,6) NE [ NE NE] 0, 22 [0,01; 1,50] 0, 1299
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 3367
Schrer zen zu basel i ne
Synpt omat i sch 103 13 (12,6) NE [ NE NE] 80 14 (17,5) NE [ NE NE] 0, 68 [0,32; 1,46] 0, 3184
Asynpt omati sch/m | d 266 13 ( 4,9) NE [ NE NE] 294 25 ( 8,5) NE [ NE NE] 0, 50 [0,25; 0,96] 0, 0378*
synpt omati sch
I nteraktion p-Wert 0, 5506

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Summary of subgroup analysis of Zeit bis zur ersten Knochenfraktur aufgrund von Knochennet astasen
Ful'l Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 8 ( 3,8) NE [ NE NE] 226 7 ( 3,1) NE [ NE NE] 1,14 [0,41; 3,25] 0, 8033
Vi szeral 67 1( 1,5 NE [ NE NE] 73 3( 4,1 NE [ NE NE] 0, 29 [0,01; 2,28] 0, 2488
ander e 119 6 ( 50 NE [ NE NE] 98 5 ( 51) NE [ NE NE] 0, 85 [0,26; 2,95] 0, 7880
I nteraktion p-Wert 0, 5209
Docet axel - Behandl ung des nHSPC
Ja 90 6 ( 6,7) NE [ NE NE] 90 4 ( 4,4) NE [ NE NE] 1,37 [0,39; 5,37] 0, 6214
Nei n 309 9 ( 2,9 NE [ NE NE] 307 11 ( 3,6) NE [ NE NE] 0,73 [0,29; 1,77] 0, 4836
I nteraktion p-Wert 0, 4193
Al ter bei Randomi si erung
<65 Jahre 130 6 ( 4,6) NE [ NE NE] 97 3 ( 3,1 NE [ NE NE] 1,22 [0,32; 5,80] 0, 7735
>=65 Jahre 269 9 ( 3,3) NE [ NE NE] 300 12 ( 4,0) NE [ NE NE] 0,79 [0,32; 1,88] 0, 5987
I nteraktion p-Wert 0, 5994
Regi on
Asi en 91 3 ( 3,3 NE [ NE NE] 104 5 ( 4,8) NE [ NE NE] 0, 54 [0,11; 2,21] 0, 3923
Eur opa 178 10 ( 5,6) NE [ NE NE] 172 3 (1,7 NE [ NE NE] 2,95 [0,90; 13,16] 0, 0752
Nor d- und Suedaneri ka 130 2 (1,5) NE [ NE NE] 121 7 (5,8 NE [ NE NE] 0, 26 [0,04; 1,08] 0, 0641
I nteraktion p-Wert 0, 0268*
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 6 ( 6,1) NE [ NE NE] 100 6 ( 6,0) NE [ NE NE] 0, 80 [0,25; 2,55] 0, 6960
Ni cht - HRRm 269 8 ( 3,0 NE [ NE NE] 267 8 ( 3,0 NE [ NE NE] 0, 93 [0,34; 2,53] 0, 8842
Unbekannt 32 1( 3,1 NE [ NE NE] 30 1( 3,3 NE [ NE NE] 0,91 [0, 04; 23,03] 0, 9476
I nteraktion p-Wert 0, 9796

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.7 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Knochenfraktur aufgrund von Knochennet astasen
Ful'l Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 3 ( 4,8) NE [ NE NE] 56 2 ( 3,6) NE [ NE NE] 1, 06 [0,18; 8,08] 0, 9461
Ni cht - HRRm 207 9 ( 4,3) NE [ NE NE] 210 7 ( 3,3) NE [ NE NE] 1,27 [0,47; 3,57] 0, 6298
Unbekannt 130 3 (2,3 NE [ NE NE] 131 6 ( 4,6) NE [ NE NE] 0, 43 [0,09; 1,64] 0, 2214
I nteraktion p-Wert 0, 4380

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 1( 3,4) NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 13 ( 3,9) NE [ NE NE] 327 13 ( 4,0) NE [ NE NE] 0, 93 [0,43; 2,02] 0, 8518

Unbekannt 40 1( 2,5 NE [ NE NE] 48 2 (4,2 NE [ NE NE] 0, 52 [0,02; 5,48] 0, 5878

I nteraktion p-Wert 0, 6493
ECOG PS zu Basel i ne

0 286 11 ( 3,8) NE [ NE NE] 272 8 ( 2,9 NE [ NE NE] 1,22 [0,49; 3,15] 0, 6670

1 112 4 ( 3,6) NE [ NE NE] 124 7 ( 5,6) NE [ NE NE] 0, 53 [0,14; 1,75] 0, 2992

I nteraktion p-Wert 0, 2766
PSA zu Basel i ne

Unt er nmedi anem 196 3 (1,5 NE [ NE NE] 200 6 ( 3,0 NE [ NE NE] 0, 46 [0,10; 1,75] 0, 2602
PSA- Basel i newert

Uber medi anem 201 12 ( 6,0) NE [ NE NE] 196 9 ( 4,6) NE [ NE NE] 1,15 [0,49; 2,83] 0, 7457
PSA- Basel i newert

I nteraktion p-Wert 0, 2623
Abst ammung

Kaukasi sch 282 11 ( 3,9) NE [ NE NE] 275 10 ( 3,6) NE [ NE NE] 0, 96 [0,41; 2,32] 0, 9324

Af r oarer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.7 PROpel :

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 3 von 3

Summary of subgroup analysis of Zeit bis zur ersten Knochenfraktur aufgrund von Knochennet astasen
Ful'l Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 3 ( 4,5 NE [ NE NE] 72 4 ( 5,6) NE [ NE NE] 0, 68 [0,13; 3,07] 0, 6057
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 6856
Schrer zen zu basel i ne
Synpt omat i sch 103 4 ( 3,9) NE [ NE NE] 80 4 ( 50) NE [ NE NE] 0,71 [0,17; 3,00] 0, 6272
Asynpt omati sch/m | d 266 10 ( 3,8) NE [ NE NE] 294 10 ( 3,4) NE [ NE NE] 0, 96 [0,39; 2,35] 0, 9308
synpt omati sch
I nteraktion p-Wert 0, 7151

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.8 PROpel: Sunmary of subgroup anal ysis of Zeit

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023

Seite 1 von 3

bis zur ersten Rickenmar kkonpression aufgrund von Knochennet astasen

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne

Nur Knochen 213 1(0,5) NE [ NE NE] 226 5 (272 NE [ NE NE] NC [NC] NC

Vi szeral 67 0 NE [ NE NE] 73 2 (2,7 NE [ NE NE] NC [NC] NC

ander e 119 2 (1,7 NE [ NE NE] 98 1( 1,0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC

Ja 90 1( 1,1 NE [ NE NE] 90 4 ( 4,4) NE [ NE NE] NC [NC] NC

Nei n 309 2 ( 0,6) NE [ NE NE] 307 4 ( 1,3) NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
Al ter bei Randomi si erung

<65 Jahre 130 2 (1,5 NE [ NE NE] 97 2 (2,1 NE [ NE NE] NC [NC NC

>=65 Jahre 269 1(0,4) NE [ NE NE] 300 6 ( 2,0 NE [ NE NE] NC [ NC NC

I nteraktion p-Wert NC
Regi on

Asi en 91 0 NE [ NE NE] 104 2 (1,9 NE [ NE NE] NC [NC] NC

Eur opa 178 2 (1,1 NE [ NE NE] 172 4 ( 2,3) NE [ NE NE] NC [NC] NC

Nord- und Suedaneri ka 130 1(0,8) NE [ NE  NE] 121 2 (14,7 NE [ NE  NE] NC [ NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test

HRRm 98 1( 1,0 NE [ NE NE] 100 6 ( 6,0) NE [ NE NE] NC [NC] NC

Ni cht - HRRm 269 2 (0,7 NE [ NE NE] 267 2 (0,7 NE [ NE NE] NC [NC] NC

Unbekannt 32 0 NE [ NE NE] 30 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup |evel,
treatment by subgroup interaction.
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

results from nobdel including treatnent,

subgr oup,

| evel had >=10 events, and >0 events for both treatments, results fromnodel for
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.8 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Rickennmarkkonpression aufgrund von Knochennet ast asen
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 0 NE [ NE NE| 56 4 ( 7,1) NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 207 2 (1,0 NE [ NE NE| 210 3 (1,4 NE [ NE NE| NC [ NC] NC

Unbekannt 130 1(0,8) NE [ NE NE| 131 1(0,8) NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 0 NE [ NE NE| 22 2 (91) NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 1(0,3) NE [ NE NE| 327 6 ( 1,8) NE [ NE NE| NC [ NC] NC

Unbekannt 40 2 (50 NE [ NE NE| 48 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
ECOG PS zu Basel i ne

0 286 1(0,3) NE [ NE NE| 272 5 ( 1,8) NE [ NE NE| NC [ NC] NC

1 112 2 (1,8) NE [ NE NE| 124 3 ( 2,4) NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
PSA zu Basel i ne

Unt er nedi anem 196 0 NE [ NE  NE] 200 4 ( 2,0) NE [ NE  NE] NC [ NC] NC
PSA- Basel i newert

Uber medi anem 201 3 (1,5) NE [ NE NE| 196 4 ( 2,0) NE [ NE NE| NC [ NC] NC
PSA- Basel i newert

I nteraktion p-Wert NC
Abst ammung

Kaukasi sch 282 2 (0,7 NE [ NE NE| 275 5 ( 1,8) NE [ NE NE| NC [ NC] NC

Af r oarer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 1.2.1.8 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Rickennmarkkonpression aufgrund von Knochennet ast asen
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Asi ati sch 66 0 NE [ NE NE] 72 2 ( 2,8) NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schrer zen zu basel i ne
Synpt omat i sch 103 1( 1,0 NE [ NE NE] 80 4 ( 50) NE [ NE NE] NC [NC] NC
Asynpt omati sch/m | d 266 2(0,8) NE [ NE NE] 294 4 (1,4) NE [ NE NE] NC [NC] NC
synpt omati sch
I nteraktion p-Wert NC

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Figure 1.2.2.1 PROpel: Kapl an-Mei er plot of Gesantiberleben (OS) for Alter bei Random sierung=<65 Jahre

Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

130 130 130 128 124 120 115 113 109 108 106 103 102 87 70 48 34 21 9 3 1
97 97 9 93 93 92 90 8 79 75 75 69 62 53 41 27 20 11 3 0 O

0 Olaparib + Abiraterone
0  Placebo + Abiraterone

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Figure 1.2.2.2 PROpel: Kapl an-Mei er plot of Gesantiberleben (OS) for Alter bei Random sierung=>=65 Jahre

Ful | Analysis Set, DCO 14MAR2022
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0.3 1

Wahrscheinlichkeit flir Ereignisfreiheit

0.2 1

0.1 1

0.0 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42

Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

269 268 261 257 250 245 235 222 209 205 192 181 172 145 118 8 59 32 14 2 O
300 298 293 290 283 278 265 252 237 229 225 211 191 158 113 79 61 35 10 1 O

0 Olaparib + Abiraterone
0 Placebo + Abiraterone

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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A apari b PROpel,
Figure 1.2.2.3 PROpel:

Ful | Analysis Set,

Nut zenbewer t ung nach AMNOG

Stand: 13.01.2023

Seite 1 von 1

Kapl an- Mei er pl ot of Radi ol ogi sches progressionsfreies Uberleben nach Prufarzt (rPFS) for Alter bei
Randomi si erung=<65 Jahre
DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone - -

Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

130 121 114 107 103 93 90 8 83 74 70 68 61

97 87 8 75 71 63 55 48 46 41 38 37 33 23

[a] Median tinme to event based on the Kaplan Meier estimate.

ties. If >=10 patients for all subgroup levels, >=10 events for
results from nmodel including treatment, subgroup,
insufficient data were dropped and, if appropriate, interaction nodel

| evel had >=10 events, and >0 events for both treatnents,

50 30
13

NE = not estimable as median (or 95% CLs) not
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
1 subgroup |evel,
treatment by subgroup interaction.
re-fitted. If
results from nodel

27 15 6 4 2 0 O
3 9 2 1 0 0 O

>0 events for all
For subgroups with >2 |evels,
interacti on nodel
for 1 level

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)

gt t esubef f bac 05DEC2022: 09: 12 khcs324
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Placebo + Abiraterone

reached.
Ef ron nethod for handling
subgroup | evel s/ treatments,

levels with

conditions not nmet but 1
including treatment only.
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Figure 1.2.2.4 PROpel: Kapl an-Meier plot of Radiol ogi sches progressionsfreies Uberl eben nach Priifarzt (rPFS) for Ater bei

Randomi si erung=>=65 Jahre
Ful | Analysis Set, DCO 14MAR2022

Wahrscheinlichkeit flir Ereignisfreiheit

0.1 1

0.0 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42

Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

269 246 226 206 198 181 161 143 137 126 114 106 97 60 32 31 18 9 1
300 272 254 231 226 201 177 151 141 128 107 98 84 61 38 35 21 6 2

o
o

0 0 Olaparib + Abiraterone
0 Placebo + Abiraterone

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,

results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1
| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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A apari b PROpel,
Figure 1.2.2.5 PROpel : Kapl an-Mei er plot of Radiol ogi sches progressionsfreies Uberl
basi erend auf ei nem Tunor gewebet est =HRRm

Ful | Analysis Set, DCO 14MAR2022

Nut zenbewer t ung nach AMNOG

Stand: 13.01.2023
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone

Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

62
56

58
51

56 55
46 41

54 49 44 41
20 37 30 30

39 37 35
29 23 17

34
17

28
16

23
11

16
4

14

8
4 2

[a] Median tinme to event based on the Kaplan Meier estimate.
ties. If >=10 patients for all subgroup levels, >=10 events for
results from nodel including treatnment, subgroup, treatment by subgroup interaction.
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

I evel had >=10 events, and >0 events for both treatnments, results from nodel
* Interaction p-value <0.05. HR <1 favours olaparib. NC =
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas

Olaparib (Lynparza®)

1 subgroup level, >0

NE = not estimable as median (or 95% CLs) not
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

f or

0

9 Olaparib + Abiraterone

Placebo + Abiraterone

o
o

reached.

Ef ron nethod for handling
events for all subgroup |evels/treatnents,
For subgroups with >2 levels, levels with

interaction nodel conditions not net but 1

1 level including treatnment only.

not cal cul abl e.
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Stand: 13.01.2023
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Figure 1.2.2.6 PROpel: Kaplan-Meier plot of Radiologi sches progressionsfreies Uberl eben nach Priifarzt (rPFS) for HRRm Status

basi erend auf ei nem Tunor gewebet est =Ni cht - HRRm
Ful | Analysis Set, DCO 14MAR2022

Wahrscheinlichkeit flir Ereignisfreiheit

0.1 1

0.0 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42

Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

207 188 171 156 146 134 127 112 107 95 8 78 71 49 27 25 14 7 2
210 189 178 163 159 140 124 103 97 9 79 74 67 499 32 29 19 7 2

0 0
0

o
o

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as median (or 95% CLs) not

Olaparib + Abiraterone
Placebo + Abiraterone

reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Figure 1.2.2.7 PROpel: Kapl an-Meier plot of Radiol ogi sches progressionsfreies Uberl eben nach Priifarzt (rPFS) for HRRm Status

basi erend auf ei nem Tunor gewebet est =Unbekannt
Ful | Analysis Set, DCO 14MAR2022

Wahrscheinlichkeit flir Ereignisfreiheit

0.1 1

0.0 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42

Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

130 121 113 102 101 91 80 75 74 68 63 62 59 38 19 19 11 4 2 1 0 O
131 119 114 102 98 87 78 66 61 56 49 4 34 24 15 15 9 1 1 0 0 O

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as median (or 95% CLs) not

Olaparib + Abiraterone
Placebo + Abiraterone

reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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A apari b PROpel,

Figure 1.2.2.8 PROpel:
Docet axel - Behandl ung des nmHSPC=Ja
Ful | Analysis Set, DCO 14MAR2022

Nut zenbewer t ung nach AMNOG

Stand: 13.01.2023

Seite 1 von 1

Kapl an- Mei er plot of Zeit bis zur ersten synptomatischen skel ettbezogenen Konplikation (SSRE) for
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone

Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

90 88 75 66 64
9 8 79 73 61

56
57

50 48 44 38 35
50 45 36 31 29

33
28

29
26

22
20

14
17

13 9
12 10

[a] Median tinme to event based on the Kaplan Meier estimate.
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup |level, >0
results from nodel including treatnment, subgroup, treatment by subgroup interaction.
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

I evel had >=10 events, and >0 events for both treatnments, results from nodel
* Interaction p-value <0.05. HR <1 favours olaparib. NC =
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas

Olaparib (Lynparza®)

NE = not estimable as median (or 95% CLs) not
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

f or

6
6

1
3

0

9 Olaparib + Abiraterone

Placebo + Abiraterone

reached.

Ef ron nethod for handling
events for all subgroup |evels/treatnents,
For subgroups with >2 levels, levels with

interaction nodel conditions not net but 1

1 level including treatnment only.

not cal cul abl e.
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Figure 1.2.2.9 PROpel: Kaplan-Meier plot of Zeit bis zur ersten synptonmati schen skel ettbezogenen Konplikation (SSRE) for

Docet axel - Behandl ung des nmHSPC=Nei n
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

309 296 274 261 241 218 202 187 173 163 146 142 126 106 80 52 29 20 9 3 0 O
307 292 270 252 234 211 185 164 153 136 121 110 91 71 54 36 26 12 1 0 O O

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as median (or 95% CLs) not

Olaparib + Abiraterone
Placebo + Abiraterone

reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,

results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1
| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Figure 1.2.2.10 PROpel : Kapl an-Meier plot of Zeit bis zur ersten synptomati schen skel ettbezogenen Konplikation (SSRE) for Alter

bei Randomi si erung=<65 Jahre
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

130 125 113 106 103 93 88 83 8 72 64 62 59 50 43 28 16 1 6 2 0 O
97 9 8 77 68 61 56 52 45 40 37 36 32 24 20 13 9 4 2 0 0 O

Olaparib + Abiraterone
Placebo + Abiraterone

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Figure 1.2.2.11 PROpel : Kapl an-Meier plot of Zeit bis zur ersten synptomati schen skel ettbezogenen Konplikation (SSRE) for Alter
bei Randomi si erung=>=65 Jahre
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

269 259 236 221 202 181 164 152 137 129 117 113 96 78 51 37 22 15 4

0 0 Olaparib + Abiraterone
300 284 263 248 227 207 179 157 144 127 113 102 8 67 51 35 27 14 2

0 Placebo + Abiraterone

o
o

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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O apari b PROpel, Nutzenbewertung nach AWMNOG

Figure 1.2.2.12 PROpel : Kapl an- Mei er
Kei nbahnnut at i onen=HRRm
Anal ysis Set, DCO 14MAR2022
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Stand: 13.01.2023
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone - - Placebo + Abiraterone

38 40 42

Anzahl an Patienten unter Risiko:

2 22 22 22 21 21 20 19 17 17 17 17 17 15 13 9
6 15 14 13 13 13 12 11 7 7 7 5 5 5 2 2

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

results from nodel including treatnment, subgroup, treatment by subgroup interaction.

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas gttesubeffbal
Olaparib (Lynparza®)

NE = not estimable as median (or 95% CLs) not
Ef ron nethod for handling

subgroup | evel s/ treatments,
For subgroups with >2 |evels,

0 Olaparib + Abiraterone

0 Placebo + Abiraterone
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conditions not net but 1
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Stand: 13.01.2023
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Figure 1.2.2.13 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Chenotherapie oder Tod for HRRm St atus basi erend auf einem

Bl uttest fir Kei nbahnnut ati onen=Ni cht - HRRm
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

246 245 232 227 214 206 192 183 175 167 156 149 144 120 93 67 49 30 17 4 1 0
246 243 233 219 209 201 188 178 164 152 145 134 121 103 75 52 35 19 5 0 0 O

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as median (or 95% CLs) not

Olaparib + Abiraterone
Placebo + Abiraterone

reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,

results fromnodel including treatnent, subgroup, treatnent by subgroup interaction. For subgroups with >2 |evels,

levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1
| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Olaparib (Lynparza®)

Seite 54 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G

O apari b PROpel, Nutzenbewertung nach AWMNOG

Figure 1.2.2.14 PROpel : Kapl an- Mei er
Kei mbahnnut at i onen=Unbekannt
DCO 14MAR2022

Bl uttest fur
Ful | Analysis Set,

Stand: 13.01.2023

Seite 1 von 1

pl ot of Zeit bis zur ersten Chenotherapie oder Tod for HRRm St atus basi erend auf einem

Wahrscheinlichkeit flir Ereignisfreiheit

0.3 1
0.2 1
0.1
0.0 1
| | | | | | | | | | | | | | | | | | | | | |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42
Zeit seit der Randomisierung (monate)
EE— Olaparib + Abiraterone - - Placebo + Abiraterone
Anzahl an Patienten unter Risiko:
33 32 32 31 31 29 28 24 23 23 22 22 22 19 16 11 5 1 0 0 0 0 Olaparib + Abiraterone
3 33 32 32 30 30 26 22 22 21 20 18 16 13 11 5 1 0o 0 0 0 0 Placebo + Abiraterone

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as nedian (or

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

results from nodel including treatnment, subgroup, treatment by subgroup interaction.

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)

For subgroups with >2 |evels,
interacti on nodel

95% CLs) not reached.

Ef ron nethod for handling
subgroup | evel s/ treatments,
levels with
conditions not nmet but 1

including treatment only.
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Figure 1.2.2.15 PROpel : Kapl an- Mei er
Docet axel - Behandl ung des nmHSPC=Ja
Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023
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Zeit seit der Randomisierung (monate)
EE— Olaparib + Abiraterone - - Placebo + Abiraterone
Anzahl an Patienten unter Risiko:
90 8 75 66 64 56 50 49 45 39 37 34 30 23 15 14 9 6 1 0 0 0 Olaparib + Abiraterone
90 8 80 73 62 58 50 46 36 31 29 28 26 20 17 12 10 6 3 0 0 0 Placebo + Abiraterone

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as nedian (or

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

results from nodel including treatnment, subgroup, treatment by subgroup interaction.

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)

For subgroups with >2 |evels,
interaction nodel
including treatment only.

95% CLs) not reached.

Ef ron nethod for handling
subgroup | evel s/ treatments,
levels with
conditions not nmet but 1
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Figure 1.2.2.16 PROpel:

Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AWMNOG Seite 1 von 1

Kapl an- Mei er plot of Zeit bis zur ersten Strahl ent herapi e wegen skel ettal er Synptone for
Docet axel - Behandl ung des nmHSPC=Nei n
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

309 296 274 262 242 219 203 189 175 166 150 145 130 110 84
307 292 271 252 234 211 186 167 155 138 124 112 93 71

[a] Median tinme to event based on the Kaplan Meier estimate.

5% 3 23 9 3 0 0

Olaparib + Abiraterone
54 36 26 12 1 0 0 0

Placebo + Abiraterone

NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all
results from nodel including treatnment, subgroup, treatment by subgroup interaction.
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

For subgroups with >2 |evels,
interacti on nodel

|l evel had >=10 events, and >0 events for both treatnents,

results from nodel

for 1 level

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
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A apari b PROpel,
Figure 1.2.2.17 PROpel : Kapl an- Mei er

Ful | Analysis Set,

Nut zenbewer t ung nach AMNOG

pl ot of Zeit bis zur ersten Strahl entherapi e wegen skelettal er Synptone for Alter
Randomi si erung=<65 Jahre
DCO 14MAR2022

Stand: 13.01.2023

Seite 1 von 1

bei

—+— — -+ ——H A - -

1.0 - -
0.9 1
2 0.8 1
o
2 0.7 1
=)
& 0.6 -
é
= 05'
g
S 0.4 -
£
[0}
5 0.3 1
2
% 02-
; .
0.1 1
0.0 1
| | | | | | | | | | | | | | |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

T T T T T T T
30 32 34 36 38 40 42

Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone - -

Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

130 125 113 106 103 93 88 84 81 74 67 64 62

97 95 8 77 68 61 56 54 45 40 37 36 32 24

[a] Median tinme to event based on the Kaplan Meier estimate.

ties. If >=10 patients for all subgroup levels, >=10 events for
results from nmodel including treatment, subgroup,
insufficient data were dropped and, if appropriate, interaction nodel

| evel had >=10 events, and >0 events for both treatnents,

53 45
20

NE = not estimable as median (or 95% CLs) not
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
1 subgroup |evel,
treatment by subgroup interaction.
re-fitted. If
results from nodel

30 18 12 6 2 0 O
3 9 4 2 0 0 O

>0 events for all
For subgroups with >2 |evels,
interacti on nodel
for 1 level

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)
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Stand: 13.01.2023
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Figure 1.2.2.18 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Strahl entherapi e wegen skelettal er Synptone for Alter bei

Randomi si erung=>=65 Jahre
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

269 259 236 222 203 182 165 154 139 131 120 115 98 80 54 40 24 17 4
300 285 265 248 228 208 180 159 146 129 116 104 87 67 51 35 27 14 2

o
o

0 Olaparib + Abiraterone
0 Placebo + Abiraterone

[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Stand: 13.01.2023
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Figure 1.2.2.19 PROpel: Kapl an-Meier plot of Zeit bis zur ersten Knochenfraktur aufgrund von Knochennet astasen for Regi on=Asien
Regi on=Asi en
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

91 88 81
104 99 91

77 74 70 68 64
86 80 69 58 54

58
51

55 53
45 40 38 32

52 48 40 35
24 20

30
17

23
13

16
10

7
2

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as nedian (or

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

results from nodel including treatnment, subgroup, treatment by subgroup interaction.

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)

For subgroups with >2 |evels,
interaction nodel
including treatment only.

0

9 Olaparib + Abiraterone

Placebo + Abiraterone

95% CLs) not reached.

Ef ron nethod for handling
subgroup | evel s/ treatments,
levels with
conditions not nmet but 1

gt t esubef f bas 05DEC2022: 09: 12 khcs324

Seite 60 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G

O apari b PROpel, Nutzenbewertung nach AWMNOG

Stand: 13.01.2023
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Figure 1.2.2.20 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Knochenfraktur aufgrund von Knochennetastasen for Regi on=Europa

Regi on=Eur opa
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (monate)

EE— Olaparib + Abiraterone - - Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

178 173 154 142 133 118 106 99 92 8 77 69 57 47 32 19 9 7 0 0 O
172 165 149 137 123 111 101 8 76 64 56 51 42 33 27 16 1 3 1 0 O

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as nedian (or
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

0 Olaparib + Abiraterone
0 Placebo + Abiraterone

95% CLs) not reached.
Ef ron nethod for handling
subgroup | evel s/ treatments,

results fromnodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1
| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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O apari b PROpel, Nutzenbewertung nach AWMNOG

Figure 1.2.2.21 PROpel : Kapl an- Mei er
und Suedareri ka

Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023
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Zeit seit der Randomisierung (monate)

Olaparib + Abiraterone Placebo + Abiraterone

38 40 42

Anzahl an Patienten unter Risiko:

130 126 118 111 101 94 88 82
121 119 113 105 99 91 80 72

77 69 64
66 62 56

64
52 46 37

57 46 30
26

17 7
17 12

4 3
5 1

[a] Median time to event based on the Kaplan Meier estimate. NE = not estinmable as nedian (or

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all

results from nodel including treatnment, subgroup, treatment by subgroup interaction.

insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ programttesubeff.sas
Olaparib (Lynparza®)

For subgroups with >2 |evels,
interaction nodel
including treatment only.

0
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95% CLs) not reached.

Ef ron nethod for handling
subgroup | evel s/ treatments,
levels with
conditions not nmet but 1

gt t esubef f bau 05DEC2022: 09: 12 khcs324

Seite 62 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Table 2.1 PROpel: Summary of observation period (nmonths) for PRO endpoints
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
BPI - SF n 399 397
Medi ane 15, 44 11,76
Mn 0,0 0,0
Max 39,4 37,5
FACT- P n 399 397
Medi ane 17,41 13,73
Mn 0,0 0,0
Max 39,5 37,7
EQ 5D visuelle n 399 397
Anal ogskal a
Medi ane 17,41 11, 99
Mn 0,0 0,0
Max 39,5 37,7

Observation period for PROs is defined as the tine fromrandonmi sation to the earliest date of the DCO
and | ast assessnent for each questionnaire.
Patients w thout any neasurenents post random sation are sunmarised with duration of 1 day.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran obsperpr.sas gobsperpra 26MAY2022: 14: 59 kl f n426
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Table 2.2.1 PROpel: Summary of status at time to deterioration in BPI-SF scores
Full Analysis Set, DCO 14MAR2022

O apari b + Placebo +
Abi rat erone Abi rat erone

Par anet er Det eri oration/censoring reason (N=399) (N=397)
BPI - SF Schner zpr ogr essi on (Frage 3) Deterioration in score 92 (23,1) 88 (22,2)

Censored due to | ast observation (no deterioration) 217 (54, 4) 218 (54,9)

Censored due to | ast observation (2 or nore m ssed 4 ( 1,0) 7 ( 1,8)

assessnent s)

Censored due to death within 2 visits of |ast 17 ( 4,3) 19 ( 4,8)

observation

Censored due to no eval uabl e baseline or post-baseline 69 (17,3) 65 (16, 4)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
BPI - SF Schnerze (Frage 3-6) Deterioration in score 63 (15, 8) 60 (15,1)

Censored due to | ast observation (no deterioration) 245 (61, 4) 247 (62, 2)

Censored due to | ast observation (2 or nore m ssed 3(0,8) 5( 1,3)

assessnent s)

Censored due to death within 2 visits of |ast 19 ( 4,8) 20 ( 5,0)

observation

Censored due to no eval uabl e baseline or post-baseline 69 (17,3) 65 (16, 4)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
BPI - SF Beei ntrachti gung durch Schrnerzen Deterioration in score 73 (18, 3) 78 (19, 6)
(Frage 9a-g)

Censored due to | ast observation (no deterioration) 234 (58, 6) 231 (58, 2)

Censored due to | ast observation (2 or nore m ssed 6 (1,5 5( 1,3)

assessnent s)

Censored due to death within 2 visits of |ast 17 ( 4,3) 18 ( 4,5)

observation

Censored due to no eval uabl e baseline or post-baseline 69 (17,3) 65 (16, 4)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis will be
censored at the tine of the |l atest eval uabl e assessnent. Deaths are not counted as events.

Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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Figure 2.2.3.1 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Schrerzprogression (BPl-SF Frage 3) (M D=2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 264 234 211 172 153 133 109 88 66 41 17 6 1 0 Olaparib + Abiraterone
397 279 236 200 152 125 99 75 65 50 32 11 2 0 0 Placebo + Abiraterone
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Figure 2.2.3.2 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschlechterung des Schrerzes (BPI-SF Frage 3-6) (M D=2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 282 247 225 189 167 144 123 104 75 45 18 6 1 0 Olaparib + Abiraterone
397 292 251 216 168 142 116 90 76 55 36 12 2 0 0 Placebo + Abiraterone
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Figure 2.2.3.3 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschlechterung der Beeintrachtigung durch Schnerzen (BPI-SF
Frage 9a-g) (M D=1.5)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 275 238 217 179 160 139 119 99 76 43 16 5 1 0 Olaparib + Abiraterone
397 288 243 206 161 134 111 88 75 53 35 11 2 0 0 Placebo + Abiraterone
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Table 2.2.4.1 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Schmerzprogression (BPl-SF Frage 3) (M D=2)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 53 (24,9) 36,6 [36,6; Ng 226 51 (22,6) NE [ NE NE] 1,10 [0,75; 1,62] 0, 6281
Vi szeral 67 15 (22,4) NE [ NE NE] 73 18 (24,7) 21,0 [12,7; Ng 0, 66 [0,33; 1,31] 0, 2376
ander e 119 24 (20,2) 29,3 [27,5; NEg] 98 19 (19,4) NE [ NE NE] 0, 88 [0,48; 1,63] 0, 6793
I nteraktion p-Wert 0, 4304
Docet axel - Behandl ung des nHSPC
Ja 90 21 (23,3) NE [ NE NE] 90 18 (20,0) NE [ NE NE] 1,31 [0,70; 2,48] 0, 4027
Nei n 309 71 (23,0) 36,6 [36,6; NE 307 70 (22,8) NE [ NE NE] 0, 87 [0,63; 1,22] 0, 4188
I nteraktion p-Wert 0, 2637
Al ter bei Randomi si erung
<65 Jahre 130 33 (25,4) 36,6 [24,6; NE] 97 23 (23,7) NE [ NE NE] 0,93 [0, 55; 1,60] 0, 7889
>=65 Jahre 269 59 (21,9) NE [ NE NE] 300 65 (21,7) NE [ NE NE] 0,95 [0,67; 1,35] 0, 7857
I nteraktion p-Wert 0, 9410
Regi on
Asi en 91 19 (20,9) NE [ NE NE] 104 28 (26,9) 32,0 [19,1; NEg] 0,61 [0,33; 1,09] 0, 0929
Eur opa 178 51 (28,7) 28,4 [21,9; NEg] 172 38 (22,1) NE [ NE NE] 1,21 [0,80; 1,85] 0, 3771
Nor d- und Suedaneri ka 130 22 (16,9) NE [ NE NE] 121 22 (18,2) NE [ NE NE] 0, 94 [0,52; 1,71] 0, 8388
I nteraktion p-Wert 0, 1704

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 19 (19, 4) NE [ NE NE| 100 19 (19,0) NE [ NE NE| 0, 85 [0,45; 1,62] 0, 6185
Ni cht - HRRm 269 67 (24,9) 36,6 [28,4; Nf 267 65 (24, 3) NE [ NE NE| 0, 97 [0,69; 1,37] 0, 8785

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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bis zur ersten Schnerzprogression (BPlI-SF Frage 3) (M D=2)

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 6 (18,38) NE [ NE NE] 30 4 (13,3) NE [ NE NE] 1,31 [0,38; 5,14] 0, 6705
I nteraktion p-Wert 0, 8249
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 13 (21,0) NE [ NE NE] 56 9 (16,1) NE [ NE NE] 1,03 [0, 44; 2,50] 0, 9458
Ni cht - HRRm 207 46 (22,2) 36,6 [29,3; Ng 210 56 (26,7) 32,0 [20,0; Ng 0, 76 [0,51; 1,12] 0, 1641
Unbekannt 130 33 (25,4) NE [ NE NE] 131 23 (17,6) NE [ NE NE] 1,49 [0,88; 2,56] 0, 1421
I nteraktion p-Wert 0, 1315
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 7 (24,1) NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 75 (22,7) 36,6 [29,3; Ng 327 80 (24,5) NE [ NE NE] 0, 90 [0,66; 1,24] 0, 5351
Unbekannt 40 10 (25,0) NE [ NE NE] 48 8 (16,7) NE [ NE NE] 1,31 [0,52; 3,42] 0, 5712
I nteraktion p-Wert 0, 4615
ECOG PS zu Basel i ne
0 286 67 (23,4) 36,6 [30,2; Ng 272 66 (24,3) NE [ NE NE] 0, 92 [0,66; 1,30] 0, 6386
1 112 25 (22,3) NE [ NE NE] 124 22 (17,7) NE [ NE NE] 1, 06 [0,60; 1,90] 0, 8434
I nteraktion p-Wert 0, 6817
PSA zu Basel i ne
Unt er nmedi anem 196 50 (25,5) NE [ NE NE] 200 45 (22,5) NE [ NE NE] 1,04 [0,69; 1,56] 0, 8573
PSA- Basel i newert
Uber medi anem 201 41 (20,4) 36,6 [29,2; Ng 196 43 (21,9) NE [ NE NE] 0, 86 [0,56; 1,32] 0, 4962
PSA- Basel i newert
I nteraktion p-Wert 0, 5354
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bis zur ersten Schnerzprogression (BPlI-SF Frage 3) (M D=2)

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 282 66 (23,4) 36,6 [28,4; Ng 275 57 (20,7) NE [ NE NE] 1, 06 [0,75; 1,52] 0, 7311
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 2 (18, 2) NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 17 (25,8) NE [ NE NE] 72 23 (31,9) 27,4 [14,5; Ng 0, 60 [0,31; 1,12] 0, 1079
Ander e 15 2 (13,3) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 1165
Schnerzen zu basel i ne
Synpt omat i sch 103 25 (24,3) 29,3 [17,3; Ng] 80 19 (23,8) NE [ NE NE] 0, 96 [0,53; 1,76] 0, 8860
Asynpt omati sch/m | d 266 67 (25,2) 36,6 [36,6; Ng 294 69 (23,5) NE [ NE NE] 0, 93 [0,67; 1,31] 0, 6849
synpt omati sch
I nteraktion p-Wert 0, 9408
Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have

not met the criteria for det.
assessnent .
not cal cul abl e.

If >=10 patients for all
model including treat.,
dropped and if appropriate,
events for both treat.,
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Table 2.2.4.2 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Verschl echterung der Beeintrachtigung durch Schnerzen
(BPI - SF Frage 9a-g) (M D=1.5)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i enten Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Met ast asen zu Basel i ne
Nur Knochen 213 40 (18,8) 36,6 [36,6; Ng 226 44 (19,5) NE [ NE NE] 0, 95 [0,61; 1,46] 0, 8037
Vi szeral 67 14 (20,9) NE [ NE NE] 73 18 (24,7) 34,8 [13,6; Ng 0,70 [0,34; 1,40] 0, 3126
ander e 119 19 (16,0) NE [ NE NE] 98 16 (16, 3) NE [ NE NE] 0, 82 [0,42; 1,62] 0, 5671
I nteraktion p-Wert 0, 7594
Docet axel - Behandl ung des nHSPC
Ja 90 14 (15,6) NE [ NE NE] 90 13 (14, 4) NE [ NE NE] 1,19 [0,56; 2,57] 0, 6454
Nei n 309 59 (19,1) NE [ NE NE] 307 65 (21,2) 34,8 [31,1; Ng 0, 80 [0,56; 1,13] 0, 2060
I nteraktion p-Wert 0, 3412
Al ter bei Randomi si erung
<65 Jahre 130 22 (16,9) 36,6 [32,9; NE] 97 15 (15,5) NE [ NE NE] 0,94 [0,49; 1,85] 0, 8533
>=65 Jahre 269 51 (19,0) NE [ NE NE] 300 63 (21,0) 34,8 [31,1; Ng 0, 88 [0,60; 1,27] 0, 4877
I nteraktion p-Wert 0, 8587
Regi on
Asi en 91 14 (15, 4) NE [ NE NE] 104 24 (23,1) 32,0 [30,2; NEg] 0, 52 [0,26; 0,99] 0, 0456*
Eur opa 178 39 (21,9) 36,6 [29,2; NE] 172 36 (20,9) 34,8 [25,6; NE] 0, 95 [0,60; 1,49] 0, 8096
Nor d- und Suedaneri ka 130 20 (15,4) NE [ NE NE] 121 18 (14,9) NE [ NE NE] 1,15 [0,60; 2,19] 0, 6753
I nteraktion p-Wert 0, 1904

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 13 (13,3) NE [ NE NE| 100 19 (19,0) NE [ NE NE| 0, 57 [0,27; 1,14] 0, 1103
Ni cht - HRRm 269 54 (20,1) 36,6 [30,2; NE| 267 55 (20,6) 34,8 [32,0; NE] 0, 95 [0, 65; 1,39] 0, 7893

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.2.4.2 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Verschl echterung der Beeintrachtigung durch Schnerzen
(BPI - SF Frage 9a-g) (M D=1.5)
Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 6 (18,38) NE [ NE NE] 30 4 (13,3) NE [ NE NE] 1,38 [0,39; 5,38] 0, 6183
I nteraktion p-Wert 0, 3369

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 7 (11, 3) NE [ NE NE] 56 8 (14,3) NE [ NE NE] 0, 60 [0,21; 1,66] 0, 3170
Ni cht - HRRm 207 47 (22,7) 32,9 [29,3; Ng 210 50 (23,8) 32,0 [30,2; Ng 0, 97 [0, 65; 1,44] 0, 8776
Unbekannt 130 19 (14,6) NE [ NE NE] 131 20 (15,3) NE [ NE NE] 0, 87 [0,46; 1,64] 0, 6618
I nteraktion p-Wert 0, 6767

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 4 (13,8) NE [ NE NE] 22 2 (91 NE [ NE NE] 0, 85 [0,17; 6,15] 0, 8552
Ni cht - HRRm 330 62 (18,8) 36,6 [32,9; Ng 327 68 (20,8) 34,8 [32,0; Ng 0,91 [0, 64; 1,28] 0, 5719
Unbekannt 40 7 (17,5) NE [ NE NE] 48 8 (16,7) NE [ NE NE] 0, 81 [0,28; 2,25] 0,6771
I nteraktion p-Wert 0, 9763

ECOG PS zu Basel i ne

0 286 56 (19,6) 36,6 [32,9; Ng 272 57 (21,0) 34,8 [32,0; Ng 0, 92 [0,63; 1,33] 0, 6430
1 112 17 (15,2) NE [ NE NE] 124 21 (16,9) NE [ NE NE] 0, 73 [0,38; 1,39] 0, 3410
I nteraktion p-Wert 0, 5536

PSA zu Basel i ne

Unt er nedi anem 196 34 (17,3) NE [ NE NE| 200 36 (18,0) NE [ NE NE| 0, 87 [0, 54; 1,39] 0, 5498
PSA- Basel i newert

Uber medi anem 201 38 (18,9) 36,6 [29,3; NE| 196 42 (21,4) 31,1 [25,6; Ng| 0, 84 [0,54; 1,31] 0, 4531
PSA- Basel i newert

I nteraktion p-Wert 0, 9387

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.2.4.2 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Verschl echterung der Beeintrachtigung durch Schnerzen
(BPI - SF Frage 9a-g) (M D=1.5)
Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i enten Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 282 55 (19,5) 36,6 [36,6; NE 275 52 (18,9) 34,8 [34,8; Ng 0, 99 [0,68; 1,45] 0, 9602
Af roaneri kani sch 14 2 (14,3) NE [ NE NE] 11 2 (18,2) NE [ NE NE] 1,21 [0,15; 10,10] 0, 8478
Asi ati sch 66 11 (16,7) NE [ NE NE] 72 19 (26,4) 32,0 [24,6; Ng 0, 46 [0,21; 0,96] 0, 0386*
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 1824
Schrer zen zu basel i ne
Synpt omat i sch 103 19 (18,4) NE [ NE NE] 80 18 (22,5) NE [ NE NE] 0, 79 [0,41; 1,52] 0, 4825
Asynpt omati sch/m | d 266 54 (20,3) 36,6 [36,6; Ng 294 60 (20, 4) NE [ NE NE] 0, 87 [0,60; 1,26] 0, 4684
synpt omati sch
I nteraktion p-Wert 0, 8005

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.3.1 PROpel: Summary of status at time to deterioration in FACT-P, overall and subscal es
Ful | Analysis Set, DCO 14MAR2022

O apari b + Placebo +
Abi rat erone Abi rat erone

Par anet er Det eri oration/censoring reason (N=399) (N=397)
FACT- P Gesant score Deterioration in score 90 (22, 6) 97 (24, 4)

Censored due to | ast observation (no deterioration) 161 (40, 4) 179 (45,1)

Censored due to | ast observation (2 or nore m ssed 5( 1,3) 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 21 ( 5,3) 17 ( 4,3)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
FACT- P Subskal a physi sches Whl befi nden Deterioration in score 150 (37, 6) 137 (34,5)
(PVB)

Censored due to | ast observation (no deterioration) 108 (27,1) 144 (36, 3)

Censored due to | ast observation (2 or nore m ssed 6 (1,5 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 13 ( 3,3) 12 ( 3,0)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
FACT- P Subskal a sozi al es Whl befi nden Deterioration in score 141 (35, 3) 141 (35,5)
(SvB)

Censored due to | ast observation (no deterioration) 120 (30,1) 138 (34, 8)

Censored due to | ast observation (2 or nore m ssed 1(0,3 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 15 ( 3,8) 14 ( 3,5)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
FACT- P Subskal a funktional es Whl befinden Deterioration in score 143 (35, 8) 156 (39, 3)
(FViB)

Censored due to | ast observation (no deterioration) 116 (29,1) 123 (31,0)

Censored due to | ast observation (2 or nore m ssed 5( 1,3) 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 13 ( 3,3) 14 ( 3,5)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis will be
censored at the tine of the |l atest eval uabl e assessnent. Deaths are not counted as events.

Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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Table 2.3.1 PROpel: Summary of status at time to deterioration in FACT-P, overall and subscal es
Ful | Analysis Set, DCO 14MAR2022

O apari b + Placebo +
Abi rat erone Abi rat erone

Par anmet er Deteri orati on/censoring reason (N=399) (N=397)
FACT- P Subskal a enmoti onal es Whl berinden Deterioration In score 113 (28, 3) 121 (30, 5)
(EVB)

Censored due to | ast observation (no deterioration) 144 (36,1) 154 (38, 8)

Censored due to | ast observation (2 or nore m ssed 3(0,8) 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 17 ( 4,3) 18 ( 4,5)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)
FACT- P Prost at akar zi nom spezi fi sche Deterioration in score 96 (24,1) 100 (25, 2)
Subskal a ( PCS)

Censored due to | ast observation (no deterioration) 154 (38, 6) 172 (43,3)

Censored due to | ast observation (2 or nore m ssed 4 ( 1,0) 1(0,3

assessnent s)

Censored due to death within 2 visits of |ast 23 ( 5,8) 21 ( 5,3)

observation

Censored due to no eval uabl e baseline or post-baseline 122 (30, 6) 103 (25,9)

result (Day 1)

Tot al 399 ( 100) 397 ( 100)

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis will be
censored at the tine of the |l atest eval uabl e assessnent. Deaths are not counted as events.

Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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Tabl e 2.3.2 PROpel :

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

Summary of analysis of tine to first deterioration in FACT-P, overall
DCO 14MAR2022

Ful |

Anal ysi s Set,

Stand: 13.01.2023

and subscal es

Seite 1 von 1

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [c]
Ver schl echt erung FACT- P 399 90 (22,6) NE [ NE NE] 397 97 (24,4) NE [ NE NE] 0,95 [0,71; 1,27] 0, 7597
Gesant score (M D=23. 4)
Ver schl echt erung FACT- P 399 150 (37,6) 11,9 [ 9,1;19,1] 397 137 (34,5) 17,4 [13,7; 24, 8] 1,31 [1,04; 1,65] 0, 0406*
Subskal a physi sches
Wohl bef i nden ( PWB)
(MD=4.2)
Ver schl echt erung FACT- P 399 141 (35,3) 11,1 [ 8,2;21,1] 397 141 (35,5) 13,8 [ 9,1; Ng 1,05 [0,83; 1,33] 0, 8098
Subskal a sozi al es
Wohl bef i nden ( SWB)
(MD=4.2)
Ver schl echt erung FACT- P 399 143 (35,8) 15,6 [11,0;23,0] 397 156 (39,3) 11,1 [ 9,1;17,4] 0,89 [0,71; 1,12] 0, 3233
Subskal a funktional es
Wohl bef i nden ( FWB)
(MD=4.2)
Ver schl echt erung FACT- P 399 113 (28,3) 28,6 [19,3; Ng 397 121 (30,5) 24,8 [17,4; Ng 0,98 [0,76; 1,27] 0, 9522
Subskal a enoti onal es
Wohl bef i nden ( EVB)
(M D=3.6)
Ver schl echt erung FACT- P 399 96 (24,1) 35,8 [24,8; Ng 397 100 (25,2) NE [ NE NE] 0,94 [0,71; 1,25] 0, 5845

Pr ost at akar zi nom spezifis
che Subskal a (PCS)
(M D=7.2)

Time to deterioration is defined as the tine fromdate of
Pati ents who have not

respect ive score.

random sation until

censored at the tine of the | atest eval uabl e assessnent.

Patients with no eval uabl e baseline or

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] Estimated from Cox proportional
treatment at nHSPC st age.

Docet axel

hazards nodel

Ef ron nethod for handling ties.

Deat hs are not counted as events.

post - basel i ne data are censored at
NE = not estinmable as median (or 95% CLs) not
adjusted for the variables selected in the primary pooling strategy: Metastases,
fromprofile likelihood estination.

95% Cl

day 1.

re

the earliest date of a deterioration in the
met the criteria for deterioration and who are alive at the tinme of the analysis wll

be

ached.

[c] Determned using |log-rank test stratified by the same variables selected in the prinmary pooling strategy.
Hazard ratio <1 favours ol aparib.
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Figure 2.3.3.1 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesantscore (M D=23. 4)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 238 197 166 137 125 102 89 72 40 26 10 3 0 Olaparib + Abiraterone
397 250 216 184 131 108 86 70 57 32 25 9 1 0 Placebo + Abiraterone
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Figure 2.3.3.2 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Subskal a physi sches Whl befi nden (PWB)
(MD=4.2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 203 150 125 96 84 68 61 48 26 16 4 0 0 Olaparib + Abiraterone
397 239 214 165 121 100 75 59 48 26 18 3 0 0 Placebo + Abiraterone
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Figure 2.3.3.3 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Subskal a sozi al es Whl befi nden (SWB)
(MD=4.2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 192 141 115 87 78 66 59 47 24 18 8 1 0 Olaparib + Abiraterone
397 189 157 132 86 76 61 47 37 22 16 8 1 0 Placebo + Abiraterone
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Figure 2.3.3.4 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Subskal a funkti onal es Whl befi nden ( FWB)
(MD=4.2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 199 153 125 105 95 73 66 54 33 23 7 2 0 Olaparib + Abiraterone
397 201 172 137 87 71 55 43 33 16 10 3 0 0 Placebo + Abiraterone
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Figure 2.3.3.5 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Subskal a enoti onal es Whl befi nden ( EWB)
(M D=3.6)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 211 166 140 119 106 89 79 63 34 20 8 1 0 Olaparib + Abiraterone
397 230 19 162 116 100 77 62 46 27 20 6 0 0 Placebo + Abiraterone
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Figure 2.3.3.6 PROpel: Kaplan-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Prostat akarzi nom spezi fi sche Subskal a
(PCS) (MD=7.2)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 238 200 170 141 128 104 92 72 41 24 9 1 0 Olaparib + Abiraterone
397 246 220 183 138 116 86 69 53 31 21 7 0 0 Placebo + Abiraterone
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Table 2.3.4.1 PROpel: Sunmary of subgroup analysis of Zeit bis zur ersten Verschl echterung FACT-P Gesantscore (M D=23.4)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 62 (29,1) 26,6 [19,3; Ng 226 53 (23,5) NE [ NE NE] 1, 45 [1,003; 2,09] 0, 0482*
Vi szeral 67 13 (19, 4) NE [ NE NE] 73 20 (27,4) 17,4 [ 7,3; Ng 0, 45 [0,22; 0,89] 0, 0226*
ander e 119 15 (12,6) NE [ NE NE] 98 24 (24,5) NE [ NE NE] 0,51 [0,26; 0,95] 0, 0354*
I nteraktion p-Wert 0, 0012~
Docet axel - Behandl ung des nHSPC
Ja 90 16 (17,8) NE [ NE NE] 90 21 (23,3) NE [ NE NE] 0,91 [0,47; 1,74] 0, 7797
Nei n 309 74 (23,9) NE [ NE NE] 307 76 (24,8) NE [ NE NE] 0, 95 [0,69; 1,31] 0, 7510
I nteraktion p-Wert 0,9121
Al ter bei Randomi si erung
<65 Jahre 130 27 (20, 8) NE [ NE NE] 97 19 (19,6) NE [ NE NE] 1,09 [0,61; 2,00] 0, 7637
>=65 Jahre 269 63 (23,4) NE [ NE NE] 300 78 (26,0) 30,3 [21,1; Ng 0,92 [0,66; 1,28] 0, 6188
I nteraktion p-Wert 0,6119
Regi on
Asi en 91 28 (30,8) NE [ NE NE] 104 33 (31,7) 30,3 [17,4; NEg] 0, 92 [0,55; 1,52] 0, 7328
Eur opa 178 33 (18,5) NE [ NE NE] 172 42 (24,4) NE [ NE NE] 0,70 [0,44; 1,10] 0, 1169
Nor d- und Suedaneri ka 130 29 (22,3) NE [ NE NE] 121 22 (18,2) NE [ NE NE] 1,50 [0,87; 2,65] 0, 1458
I nteraktion p-Wert 0, 1051

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 21 (21, 4) NE [ NE NE| 100 22 (22,0) NE [ NE NE| 0, 83 [0, 45; 1,52] 0, 5483
Ni cht - HRRm 269 60 (22,3) NE [ NE NE| 267 71 (26,6) 30,3 [21,1; Ng] 0, 89 [0,63; 1,25] 0, 4997

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.3.4.1 PROpel: Sunmary of subgroup anal ysis of Zeit
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bis zur ersten Verschl echterung FACT-P Gesantscore (M D=23.4)

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 9 (28,1) 11,9 [ 9,1; Ng 30 4 (13,3) NE [ NE NE] 2,79 [0,91; 10, 29] 0, 0742
I nteraktion p-Wert 0, 1459
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 16 (25,8) NE [ NE NE] 56 17 (30,4) NE [ NE NE] 0,71 [0,36; 1,41] 0, 3280
Ni cht - HRRm 207 49 (23,7) NE [ NE NE] 210 49 (23,3) NE [ NE NE] 1,21 [0,81; 1,80] 0, 3530
Unbekannt 130 25 (19,2) NE [ NE NE] 131 31 (23,7) 26,6 [17,4; NE] 0, 74 [0,43; 1,25] 0, 2589
I nteraktion p-Wert 0, 2270
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 10 (34,5) NE [ NE NE] 22 4 (18,2) NE [ NE NE] 1,01 [0,34; 3,69] 0, 9855
Ni cht - HRRm 330 71 (21,5) NE [ NE NE] 327 81 (24,8) NE [ NE NE] 0, 93 [0,68; 1,28] 0, 6584
Unbekannt 40 9 (22,5) NE [ NE NE] 48 12 (25,0) NE [ NE NE] 0,91 [0,37; 2,15] 0, 8312
I nteraktion p-Wert 0, 9891
ECOG PS zu Basel i ne
0 286 67 (23,4) NE [ NE NE] 272 73 (26,8) 30,3 [21,1; Ng 0, 89 [0, 64; 1,24] 0, 4999
1 112 23 (20,5) NE [ NE NE] 124 24 (19,4) NE [ NE NE] 1,11 [0,62; 1,97] 0, 7258
I nteraktion p-Wert 0, 5211
PSA zu Basel i ne
Unt er nmedi anem 196 55 (28,1) NE [ NE NE] 200 53 (26,5) NE [ NE NE] 1, 06 [0,73; 1,56] 0, 7436
PSA- Basel i newert
Uber medi anem 201 35 (17,4) NE [ NE NE] 196 44 (22,4) 30,3 [21,1; NEg] 0, 81 [0,51; 1,25] 0, 3401
PSA- Basel i newert
I nteraktion p-Wert 0, 3480

Time to det. is defined as the time fromdate of random until the earliest date of det.
not net the criteria for det. and who are alive at the tinme of the analysis wll
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or
not calculable. [a] Median tinme to event based on the Kaplan Meier estimte.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 |evels,
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net
events for both treat., results fromnodel for 1 level including treat. only.
root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranfttesubpr.sas
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Ef ron nethod for handling ties.
subgroup levels/treat.,
level s with insufficient data were
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* Interaction p-value <0.05. HR <1 favours ol aparib.
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Table 2.3.4.1 PROpel: Sunmary of subgroup anal ysis of Zeit

Stand: 13.01.2023

Seite 3 von 3

bis zur ersten Verschl echterung FACT-P Gesantscore (M D=23.4)

Ful | Analysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 282 59 (20,9) NE [ NE NE] 275 67 (24,4) 30,3 [21,1; Ng 0, 85 [0,60; 1,21] 0, 3653
Af r oamer i kani sch 14 2 (14,3) 11,9 [ 4,5; Nf 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 25 (37,9) NE [ NE NE] 72 27 (37,5) 24,8 [12,0; Ng 1,01 [0,58; 1,74] 0, 9742
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 6055
Schnerzen zu basel i ne
Synpt omat i sch 103 24 (23,3) 22,9 [11,9; Ng] 80 16 (20,0) NE [ NE NE] 1, 65 [0, 88; 3,16] 0, 1170
Asynpt omati sch/m | d 266 66 (24,8) NE [ NE NE] 294 80 (27,2) NE [ NE NE] 0, 83 [0,60; 1,15] 0, 2546
synpt omati sch
I nteraktion p-Wert 0, 0553

Time to det. is defined as the time fromdate of random until the earliest date of det.
not net the criteria for det. and who are alive at the tinme of the analysis wll
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or
not calculable. [a] Median tinme to event based on the Kaplan Meier estimte.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 |evels,
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net
events for both treat., results fromnodel for 1 level including treat. only.
root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranfttesubpr.sas

Olaparib (Lynparza®)

but 1 Ievel

in the respective score.
be censored at the tine of the |atest evaluable
post - basel i ne data are censored at day
NE = not estinmable as median (or 95% CLs) not
Ef ron nethod for handling ties.
subgroup levels/treat.,
level s with insufficient data were
had >=10 events and >0
* Interaction p-value <0.05. HR <1 favours ol aparib.
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Figure 2.3.5.1 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschlechterung FACT-P Gesantscore (M D=23.4) for Metastasen zu
Basel i ne=Nur Knochen
Ful | Analysis Set, DCO 14MAR2022

0.4 1

0.3 1

0.2 1

Wahrscheinlichkeit fiir Ereignisfreiheit

0.1 4

0.0 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40

Zeit seit der Randomisierung (Monate)

- Olaparib + Abiraterone -t Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

213 132 120 104 9% 83 73 66 62 53 47 4 39 30 20 13 10 4 1 0 0 Olaparib + Abiraterone
226 162 150 138 128 118 91 76 68 58 49 43 39 28 26 21 14 4 1 0 0 Placebo + Abiraterone

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis
will be censored at the time of the | atest eval uabl e assessnment. Deaths are not counted as events.
Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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A apari b PROpel,

Figure 2.3.5.2 PROpel :
Basel i ne=Vi szer al

Ful | Analysis Set,

Nut zenbewer t ung nach AMNOG

Stand: 13.01.2023

Seite 1 von 1

Kapl an- Mei er plot of Zeit bis zur ersten Verschl echterung FACT-P Gesantscore (M D=23.4) for Metastasen zu
DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)
- Olaparib + Abiraterone -t Placebo + Abiraterone
Anzahl an Patienten unter Risiko:
67 49 42 36 33 30 26 23 18 15 12 1 11 9 7 5 2 0 0 0 0 Olaparib + Abiraterone
73 40 34 28 19 18 14 12 9 7 4 2 2 2 1 1 1 0 0 0 0 Placebo + Abiraterone

Time to deterioration is defined as the tine fromdate of

respective score. Patients who have not

will be censored at the tine of the |atest eval

Patients with no eval uabl e baseline or

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program
Olaparib (Lynparza®)

random sation until

the earliest date of a deterioration in the

uabl e assessnent.
post - basel i ne data are censored at
ttesubpr. sas

day 1.

met the criteria for deterioration and who are alive at the tine of the analysis
Deat hs are not counted as events.
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Figure 2.3.5.3 PROpel : Kapl an-Meier plot of Zeit bis zur ersten Verschl echterung FACT-P Gesantscore (M D=23.4) for Metastasen zu
Basel i ne=ander e
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

- Olaparib + Abiraterone -t Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

119 70 64 57 48 4 38 36 34 34 32 25 22 17 13 8 8 3 2 0 0 Olaparib + Abiraterone
98 61 55 50 4 39 26 23 21 21 18 17 16 11 5 3 1 1 0 0 0 Placebo + Abiraterone

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis
will be censored at the time of the | atest eval uabl e assessnment. Deaths are not counted as events.
Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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Table 2.4.1 PROpel: Summary of status at tine to deterioration in EQ 5D VAS
Ful | Analysis Set, DCO 14MAR2022

O apari b + Placebo +
Abi rat erone Abi rat erone
Par anet er Det eri orati on/censoring reason (N=399) (N=397)
EQ 5D vi suel | e Anal ogskal a Deterioration in score 120 (30,1) 108 (27, 2)
Censored due to | ast observation (no deterioration) 115 (28, 8) 141 (35,5)
Censored due to | ast observation (2 or nore m ssed 6 ( 1,5 4 ( 1,0)
assessnent s)
Censored due to death within 2 visits of |ast 16 ( 4,0) 16 ( 4,0)
observation
Censored due to no eval uabl e baseline or post-baseline 142 (35, 6) 128 (32,2)
result (Day 1)
Tot al 399 ( 100) 397 ( 100)

Tinme to deterioration is defined as the time fromdate of random sation until the earliest date of a deterioration in the
respective score. Patients who have not net the criteria for deterioration and who are alive at the tine of the analysis will be
censored at the tine of the |l atest eval uabl e assessnent. Deaths are not counted as events.

Patients with no eval uabl e baseline or post-baseline data are censored at day 1.
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Figure 2.4.3 PROpel: Kaplan-Meier plot of Zeit bis zur ersten Verschl echterung EQ 5D vi suel | e Anal ogskal a (M D=15)
Ful | Analysis Set, DCO 14MAR2022
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Zeit seit der Randomisierung (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

399 221 163 139 107 93 72 65 51 29 19 6 0 0 Olaparib + Abiraterone
397 224 185 159 114 93 73 55 42 27 23 8 1 0 Placebo + Abiraterone
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Table 2.4.4 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung EQ 5D visuel |l e Anal ogskal a (M D=15)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 74 (34,7) 11,9 [ 9, 2; 28, 6] 226 69 (30,5) 21,1 [17,4; Ng 1, 36 [0,98; 1,90] 0, 0636
Vi szeral 67 21 (31,3) 19,3 [11,0; Ng 73 15 (20,5) 20,0 [11,0; Ng 1,01 [0,52; 1,99] 0, 9794
ander e 119 25 (21,0) 22,9 [13,8; Ng] 98 24 (24,5) 24,8 [11,9; Ng 0, 97 [0,55; 1,71] 0, 9204
I nteraktion p-Wert 0, 4999
Docet axel - Behandl ung des nHSPC
Ja 90 19 (21,1) 28,6 [ 9,1; Ng 90 23 (25,6) 19,3 [13,7; Ng 1,00 [0,54; 1,83] 0, 9922
Nei n 309 101 (32,7) 15,6 [11,9;23,1] 307 85 (27,7) 21,1 [15,6; Ng 1,23 [0,93; 1,65] 0, 1524
I nteraktion p-Wert 0, 5336
Al ter bei Randomi si erung
<65 Jahre 130 38 (29,2) 17,4 [11,0; NEg] 97 27 (27,8) 30,3 [13,8; Ng 1,20 [0,74; 1,99] 0, 4578
>=65 Jahre 269 82 (30,5) 17,4 [11,9; Ng 300 81 (27,0) 21,1 [17,4; Ng 1,20 [0,88; 1,63] 0, 2524
I nteraktion p-Wert 0, 9821
Regi on
Asi en 91 36 (39,6) 17,4 [11,9; Ng 104 33 (31,7) 21,1 [13,7; Ng] 1,23 [0,76; 1,98] 0, 3948
Eur opa 178 51 (28,7) 15,6 [ 9,1; Ng 172 44 (25,6) 30,3 [13,7; Ng] 1,22 [0,81; 1,83] 0, 3361
Nor d- und Suedaneri ka 130 33 (25,4) 32,2 [11,9; Ng] 121 31 (25,6) 21,1 [13,7; NEg] 1,12 [0,68; 1,83] 0, 6525
I nteraktion p-Wert 0, 9561

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 27 (27,6) NE [ NE NE| 100 22 (22,0) NE [ NE NE| 1,17 [0,67; 2,07] 0, 5894
Ni cht - HRRm 269 83 (30,9) 19,3 [11,9; NEg 267 80 (30,0) 19,3 [13,7; NEg| 1,13 [0,83; 1,54] 0, 4306

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.4.4 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung EQ 5D visuel |l e Anal ogskal a (M D=15)
Ful | Analysis Set, DCO 14MAR2022

Stand: 13.01.2023

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 10 (31,3) 11,0 [ 3,6;13,8] 30 6 (20,0) NE [ NE NE] 2,46 [0,91; 7,24] 0, 0750
I nteraktion p-Wert 0, 3398

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 19 (30,6) 22,9 [13,7; Ng 56 18 (32,1) 21,1 [11,0; Ng| 1,05 [0,55; 2,01] 0, 8930
Ni cht - HRRm 207 65 (31,4) 11,9 [ 9,1; 28, 6] 210 57 (27,1) 21,1 [15,6; Ng 1,35 [0,94; 1,93] 0, 0994
Unbekannt 130 36 (27,7) 22,9 [11,9; NEg] 131 33 (25,2) 24,8 [13,7; Ng] 1,07 [0,67; 1,72] 0, 7787
I nteraktion p-Wert 0, 6665

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 11 (37,9) 15,6 [ 5,5; Ng 22 4 (18,2) NE [ NE NE] 1,33 [0, 45; 4,78] 0, 6223
Ni cht - HRRm 330 97 (29,4) 17,4 [11,9; 28, 6] 327 92 (28,1) 21,1 [17,4; Ng 1,21 [0,91; 1,61] 0, 1882
Unbekannt 40 12 (30,0) 32,2 [ 7,3; Ng 48 12 (25,0) NE [ NE NE] 1,07 [0, 48; 2,41] 0, 8694
I nteraktion p-Wert 0, 9452

ECOG PS zu Basel i ne

0 286 89 (31,1) 17,4 [11,9; Ng 272 79 (29,0) 21,1 [17,4; Ng 1,16 [0,86; 1,57] 0, 3328

1 112 31 (27,7) 22,9 [ 9,1; Ng 124 29 (23,4) 30,3 [13,7; Ng] 1,29 [0,78; 2,16] 0, 3194

I nteraktion p-Wert 0, 7205
PSA zu Basel i ne

Unt er nmedi anem 196 69 (35,2) 15,6 [11,9;28,6] 200 53 (26,5) NE [ NE NE] 1,44 [1,01; 2,07] 0, 0430*
PSA- Basel i newert

Uber medi anem 201 51 (25,4) 22,9 [11,0; Ng 196 55 (28,1) 19,9 [13,7; NEg] 0, 97 [0,66; 1,42] 0, 8719
PSA- Basel i newert

I nteraktion p-Wert 0, 1340

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.
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Table 2.4.4 PROpel: Summary of subgroup analysis of Zeit bis zur ersten Verschlechterung EQ 5D visuel |l e Anal ogskal a (M D=15)
Ful | Analysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=399) (N=397)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 282 88 (31,2) 11,9 [ 9,2; Ng 275 73 (26,5) 21,1 [17,4; Ng 1,27 [0,93; 1,74] 0, 1276
Af roaneri kani sch 14 1(71 NE [ NE NE] 11 1(91) NE [ NE NE] 0,79 [0,03; 20,07] 0, 8707
Asi ati sch 66 26 (39,4) 22,9 [12,0; Ng 72 29 (40,3) 17,4 [11,0; Ng 0, 93 [0,54; 1,58] 0, 7811
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 5788
Schnerzen zu basel i ne
Synpt omat i sch 103 31 (30,1) 12,0 [ 7,3;23,1] 80 28 (35,0) 13,7 [ 9,2;21,1] 1,21 [0,73; 2,03] 0, 4607
Asynpt omati sch/m | d 266 88 (33,1) 22,9 [11,9; Ng 294 80 (27,2) 30,3 [19,3; Ng 1,19 [0,88; 1,61] 0, 2659
synpt omati sch
I nteraktion p-Wert 0, 9464

Tinme to det. is defined as the time fromdate of random until the earliest date of det. in the respective score. Patients who have
not net the criteria for det. and who are alive at the tinme of the analysis will be censored at the tine of the |atest eval uable
assessnent. Deaths are not counted as events. Patients with no eval uabl e baseline or post-baseline data are censored at day 1. NC =
not calculable. [a] Median tinme to event based on the Kaplan Meier estimate. NE = not estimable as nedian (or 95% CLs) not reached.
[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nethod for handling ties.
If >=10 patients for all subgroup levels, >=10 events for 1 subgroup level, >0 events for all subgroup levels/treat., results from
model including treat., subgroup, treat. by subgroup interaction. For subgroups with >2 levels, levels with insufficient data were
dropped and if appropriate, interaction nmodel re-fitted. If interaction nodel conditions not net but 1 |l evel had >=10 events and >0
events for both treat., results fromnodel for 1 level including treat. only. * Interaction p-value <0.05. HR <1 favours ol apari b.

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubpr.sas gttesubprcaa 05DEC2022: 09: 12 khcs324

Olaparib (Lynparza®) Seite 93 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 2.5.2.1 PROpel : Mean (+/- SD) score for BPI-SF Schnerzprogression (Frage 3) across tinepoints, by treatment group
Ful | Analysis Set, DCO 14MAR2022
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Zeitpunkt
I Olaparib + Abiraterone (N=399) T Placebo + Abiraterone (N=397)

Anzahl Patientinnen:

353 282273271 259258 246 247 242235 228220219211 199 193189 182171 173160 163150 142141 136134 12310999 91 76 66 57 43 33 28 19 18 13 5 4 3 1 Qlap.
351 295295281 274270 252244 234225 217210 202192 178 170158 149144 135128 121117 11010093 92 88 79 62 60 53 48 40 33 25 21 14 8 7 2 2 NDND Plac.
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Figure 2.5.2.2 PROpel: Mean (+/- SD) score for BPI-SF Beeintréachti gung durch Schnerzen (Frage 9a-g) across tinepoints, by
treat ment group
Ful | Analysis Set, DCO 14MAR2022
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Zeitpunkt
— Olaparib + Abiraterone (N=399) - Placebo + Abiraterone (N=397)

Anzahl Patientinnen:

353 282273271 259258 246 247 242235228220 219211 199 193189 182171 173160 163150 142141 136 13412310999 91 76 66 57 43 33 28 19 18 13 5 4 3 1 Qlap.
351 295 295281 274270 252244 234225217210 202192 178 170158 149144 135128 121117 11010093 92 88 79 62 60 53 48 40 33 25 21 14 8 7 2 2 ND ND Plac.
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Figure 2.6.2 PROpel: Mean (+/- SD) score for FACT-P Gesantscore across tinmepoints, by treatnent group
Ful | Analysis Set, DCO 14MAR2022

155—_
150 —
145 —
140 —
13%—_ T T - TTLF+7TT7TTLITr - T T T
130 — T T 1
125—
120— ,
105 — N
100— ‘

Mittlerer Score (+/- SD)

85—
80—
75—

& 4 b b b 4 b 4,
“‘@4/-) oo,;e oo,;e oo,;o oo,;o oo,;o oo,;o oo,;o oo,;o Db oo,;o oo,;o 0
© R I S ) 2%

Zeitpunkt
I Olaparib + Abiraterone (N=399) T Placebo + Abiraterone (N=397)

Anzahl Patientinnen:

283 328320307 292284271272255248243 233228224 204 192 181 168 153 147 128 102 79 60 37 19 10 4 1 O|ap
300 348340316 308295290274 258250240 231217202 181 155 139 132 115 98 94 65 52 41 26 15 8 2 ND Plac.
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Figure 3.3.2 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC. All genei ne Erkrankungen und Beschwerden am
Ver abr ei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 266 213 175 141 118 106 91 75 58 35 17 7 2 0 Olaparib + Abiraterone
396 299 245 208 170 132 110 90 73 54 31 13 2 0 0 Placebo + Abiraterone
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Figure 3.3.3 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Asthenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 362 315 284 250 222 202 178 159 118 72 39 15 2 0 Olaparib + Abiraterone
396 364 326 287 236 19 166 141 116 82 48 24 4 0 0 Placebo + Abiraterone
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Figure 3.3.4 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Ernuedung
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 312 265 231 200 176 164 143 124 95 52 26 12 2 0 Olaparib + Abiraterone
396 336 290 250 214 179 150 128 105 78 42 23 5 0 0 Placebo + Abiraterone
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Figure 3.3.5 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Fieber
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 330 297 263 234 214 187 166 125 70 37 14 2 0 Olaparib + Abiraterone
396 375 334 293 244 209 176 147 123 91 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.6 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Qedem peri pher
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 321 282 247 218 198 179 157 118 67 37 15 2 0 Olaparib + Abiraterone
396 366 322 276 230 194 161 136 111 83 49 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.7 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Unwohl sein
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 305 272 240 218 192 172 129 71 39 17 2 0 Olaparib + Abiraterone
396 379 339 299 248 212 180 153 128 94 54 29 5 0 0 Placebo + Abiraterone
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Figure 3.3.8 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC. Augener kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 330 293 259 229 204 179 160 122 66 33 12 1 0 Olaparib + Abiraterone
396 376 336 295 240 205 171 143 118 85 49 24 5 0 0 Placebo + Abiraterone
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Figure 3.3.9 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC. Endokrine Erkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 334 302 268 238 216 191 172 130 73 39 15 2 0 Olaparib + Abiraterone
396 379 339 297 246 211 178 152 127 92 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.10 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen der Atemwege, des Brustrauns und
Medi ast i nuns
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 335 272 240 210 183 171 146 128 97 57 32 13 2 0 Olaparib + Abiraterone
396 351 299 257 209 177 147 122 96 72 42 21 2 0 0 Placebo + Abiraterone
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Figure 3.3.11 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Dyspnoe
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 322 294 259 229 210 183 163 125 70 38 17 2 0 Olaparib + Abiraterone
396 368 328 287 239 207 176 149 121 89 52 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.12 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Husten
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 366 317 285 257 226 210 185 168 126 73 40 16 2 0 Olaparib + Abiraterone
396 372 330 290 239 202 170 146 118 85 49 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.13 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 327 292 260 230 210 184 162 121 71 36 16 2 0 Olaparib + Abiraterone
396 380 339 29 247 212 180 155 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.14 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Nasenverstopfung
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 339 306 274 244 224 199 178 136 77 41 17 2 0 Olaparib + Abiraterone
396 377 337 298 247 209 175 150 122 90 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.15 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Schrerzen i m Oropharynx
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 335 304 271 241 219 194 173 130 74 41 17 2 0 Olaparib + Abiraterone
396 380 339 298 246 209 175 149 124 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.16 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen der Geschl echt sorgane und der
Brust druese
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 375 330 300 267 238 219 194 174 134 75 41 17 2 0 Olaparib + Abiraterone
396 374 333 294 246 210 178 153 126 91 52 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.17 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen der Haut und des Unterhaut gewebes
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 360 304 267 224 190 172 154 132 108 56 31 12 2 0 Olaparib + Abiraterone
396 358 308 263 207 171 143 121 100 68 40 20 1 0 0 Placebo + Abiraterone
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Figure 3.3.18 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Ausschl ag
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 333 303 271 240 219 195 175 131 72 39 17 2 0 Olaparib + Abiraterone
396 376 336 297 244 208 175 150 126 90 51 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.19 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Ausschlag makul o- papul oes
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 306 274 243 220 195 175 131 75 39 17 2 0 Olaparib + Abiraterone
396 380 340 301 250 213 180 154 128 94 53 30 6 0 0 Placebo + Abiraterone
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Fi gure 3.3.20 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Pruritus
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 337 305 273 242 222 198 178 135 75 39 16 2 0 Olaparib + Abiraterone
396 378 336 295 244 208 176 152 125 92 52 29 5 0 0 Placebo + Abiraterone
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Figure 3.3.21 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Trockene Haut
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 333 299 267 236 213 189 166 128 71 39 16 2 0 Olaparib + Abiraterone
396 378 337 295 244 208 177 152 126 91 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.22 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC:. Erkrankungen der N eren und Harnwege
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 351 298 264 228 203 183 158 134 99 56 29 12 1 0 Olaparib + Abiraterone
396 352 305 263 216 177 148 125 102 72 41 22 3 0 0 Placebo + Abiraterone
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Figure 3.3.23 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Akute N erenschaedi gung
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 334 303 272 242 222 198 178 134 77 41 17 2 0 Olaparib + Abiraterone
396 379 338 299 249 212 179 153 127 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.24 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Dysurie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 331 300 268 240 218 193 170 128 74 40 16 2 0 Olaparib + Abiraterone
396 375 332 292 243 206 174 150 125 89 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.25 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Haematurie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 333 302 270 241 222 194 176 133 76 41 17 2 0 Olaparib + Abiraterone
396 373 334 294 245 208 174 149 123 90 52 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.26 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Harninkontinenz
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 336 306 272 242 221 196 175 131 75 41 17 2 0 Olaparib + Abiraterone
396 378 338 298 248 210 177 152 126 90 52 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.27 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Nykturie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 332 299 2066 237 216 193 172 130 73 40 17 2 0 Olaparib + Abiraterone
396 377 337 29 248 211 178 153 126 91 53 29 5 0 0 Placebo + Abiraterone
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Figure 3.3.28 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Poll akisurie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 334 303 268 237 217 192 171 129 72 37 15 2 0 Olaparib + Abiraterone
396 378 336 295 244 208 177 151 125 90 51 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.29 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 260 210 175 152 128 114 99 87 61 38 24 8 2 0 Olaparib + Abiraterone
396 352 308 267 217 179 145 126 101 75 44 23 5 0 0 Placebo + Abiraterone
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Figure 3.3.30 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Anaenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 265 219 186 162 137 124 108 96 69 41 26 9 2 0 Olaparib + Abiraterone
396 362 318 276 226 188 153 134 110 80 47 25 5 0 0 Placebo + Abiraterone
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Figure 3.3.31 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Leukopenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 334 300 270 240 219 195 176 133 76 41 17 2 0 Olaparib + Abiraterone
396 380 341 301 250 214 180 155 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.32 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Lynphopenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 330 297 265 236 215 190 170 125 69 40 17 2 0 Olaparib + Abiraterone
396 376 339 299 249 214 181 154 128 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.33 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Neutropenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 326 294 263 235 216 192 173 131 74 39 15 2 0 Olaparib + Abiraterone
396 378 339 300 249 213 181 155 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.34 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Thronbozytopenie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 333 301 269 239 217 194 174 132 77 41 17 2 0 Olaparib + Abiraterone
39% 376 337 297 245 209 177 152 126 91 52 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.35 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC:. Erkrankungen des Gastrointestinaltrakts
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 220 182 155 131 103 86 75 62 45 23 10 5 2 0 Olaparib + Abiraterone
396 282 231 19 158 127 105 86 67 46 29 15 3 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttenmai naebbi 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 131 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.36 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Abdoni nal schnerz
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 331 300 270 238 213 187 164 126 69 38 15 2 0 Olaparib + Abiraterone
396 376 336 298 247 210 177 151 124 89 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.37 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Bauch aufgetrieben
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 327 297 267 239 219 195 176 133 76 40 17 2 0 Olaparib + Abiraterone
396 374 334 296 244 207 175 148 122 87 50 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.38 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Diarrhoe
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 357 310 274 241 210 182 162 144 108 62 29 11 2 0 Olaparib + Abiraterone
396 365 321 284 232 198 166 139 116 86 50 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.39 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Dyspepsie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 365 324 291 259 229 208 186 166 127 73 38 15 2 0 Olaparib + Abiraterone
396 370 330 289 239 204 172 148 123 88 51 30 6 0 0 Placebo + Abiraterone
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Fi gure 3.3.40 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Erbrechen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 364 321 286 255 225 202 180 161 120 64 32 16 2 0 Olaparib + Abiraterone
396 367 321 284 237 201 170 146 120 86 48 27 6 0 0 Placebo + Abiraterone
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Figure 3.3.41 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Flatul enz
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 332 300 269 238 217 192 172 130 74 40 17 2 0 Olaparib + Abiraterone
396 377 337 297 245 210 178 152 126 92 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.42 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Gastrooesophageal e Refl uxerkrankung
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 332 298 265 237 216 192 173 132 76 40 16 2 0 Olaparib + Abiraterone
396 374 332 291 243 205 174 149 122 89 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.43 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Cbstipation
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 350 298 266 229 200 181 166 144 110 63 33 14 2 0 Olaparib + Abiraterone
396 360 318 273 229 194 162 137 113 81 47 27 4 0 0 Placebo + Abiraterone
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Figure 3.3.44 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Schnerzen Ober bauch
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 371 324 295 263 233 210 187 168 128 72 39 15 2 0 Olaparib + Abiraterone
396 373 334 295 241 204 172 149 122 89 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.45 PROpel : Kapl an-Meier plot of time to first occurrence of UE PT: Stomatitis
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 305 271 240 218 194 175 133 75 40 16 2 0 Olaparib + Abiraterone
396 380 341 301 249 213 180 154 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.46 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Uebel kei t
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 302 259 230 205 180 161 141 122 93 47 21 10 2 0 Olaparib + Abiraterone
396 357 315 275 231 199 170 142 119 85 49 27 4 0 0 Placebo + Abiraterone
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Figure 3.3.47 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen des Nervensystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 314 264 220 183 158 140 119 101 77 41 21 7 2 0 Olaparib + Abiraterone
396 338 290 247 202 165 133 109 89 63 36 18 2 0 0 Placebo + Abiraterone
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Fi gure 3.3.48 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Dysgeusie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 367 322 291 257 230 209 186 166 128 72 38 16 2 0 Olaparib + Abiraterone
3% 376 337 297 247 212 179 152 127 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.49 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Erinnerungsvernobegen ei ngeschraenkt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 333 302 271 241 220 195 175 133 74 39 17 2 0 Olaparib + Abiraterone
396 379 339 299 249 213 180 154 128 94 54 30 6 0 0 Placebo + Abiraterone
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Fi gure 3.3.50 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Kopfschmerzen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 370 322 288 256 225 199 175 152 119 69 39 16 2 0 Olaparib + Abiraterone
396 373 333 290 239 203 169 146 117 84 49 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.51 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Paraesthesie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 333 302 271 242 222 196 174 133 76 40 16 2 0 Olaparib + Abiraterone
396 378 338 298 246 210 178 152 126 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.52 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Schw ndel gef uehl
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 364 315 277 244 217 199 176 155 120 68 35 15 2 0 Olaparib + Abiraterone
396 368 327 285 238 203 171 145 122 88 50 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.53 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Synkope
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 338 306 273 243 223 198 178 134 74 38 16 2 0 Olaparib + Abiraterone
396 378 337 297 246 212 178 151 125 91 52 29 6 0 0 Placebo + Abiraterone
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Fi gure 3.3.54 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC: Erkrankungen des Chrs und des Labyrinths
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 332 299 265 235 210 187 170 126 71 39 16 2 0 Olaparib + Abiraterone
396 375 335 294 244 207 174 148 122 90 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.55 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Vertigo
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 334 302 270 241 217 193 176 131 74 40 16 2 0 Olaparib + Abiraterone
396 377 338 298 247 211 177 152 127 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.56 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC:. Gef aesserkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 324 274 234 202 176 157 135 115 92 55 33 13 2 0 Olaparib + Abiraterone
396 307 261 223 185 153 130 112 93 65 33 18 3 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttenmai naebcd 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 152 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.57 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hitzewal |l ung
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 365 323 286 254 224 203 178 160 125 71 39 15 2 0 Olaparib + Abiraterone
396 346 306 268 225 193 162 138 114 82 44 23 4 0 0 Placebo + Abiraterone
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Figure 3.3.58 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hypertonie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 354 306 273 244 215 196 173 152 113 68 39 17 2 0 Olaparib + Abiraterone
396 342 300 260 212 179 153 131 110 80 45 26 5 0 0 Placebo + Abiraterone
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Figure 3.3.59 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hypotonie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 327 297 266 236 217 193 172 130 77 40 16 2 0 Olaparib + Abiraterone
396 377 338 300 249 212 180 154 128 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.60 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC. Qutartige, boesartige und nicht spezifizierte
Neubi | dungen (einschl. Zysten und Pol ypen)
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 334 302 265 233 213 188 165 125 67 33 14 1 0 Olaparib + Abiraterone
396 377 336 293 245 209 175 147 122 89 52 27 6 0 0 Placebo + Abiraterone
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Figure 3.3.61 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC. Herzer krankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 323 287 251 225 200 175 156 119 64 35 15 2 0 Olaparib + Abiraterone
396 371 326 284 233 19 161 137 116 84 48 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.62 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Pal pitationen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 333 303 269 238 218 192 172 133 75 39 16 2 0 Olaparib + Abiraterone
396 380 340 300 250 213 180 154 128 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.63 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Vorhofflimern
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 335 303 269 243 220 194 173 131 73 39 16 2 0 Olaparib + Abiraterone
396 377 335 297 247 212 178 152 126 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.64 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: |nfektionen und parasitaere Erkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 329 262 223 182 153 130 107 86 64 37 20 7 2 0 Olaparib + Abiraterone
396 333 277 223 181 150 120 97 73 53 29 16 1 0 0 Placebo + Abiraterone
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Figure 3.3.65 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Bronchitis
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 335 303 271 240 220 195 176 134 74 39 16 2 0 Olaparib + Abiraterone
39% 379 339 299 247 212 179 153 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.66 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: COVID- 19
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 305 270 236 216 188 167 122 71 37 15 2 0 Olaparib + Abiraterone
396 380 339 298 244 207 172 148 121 89 52 29 5 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progranm ttemai nae.sas gttenmai naebcn 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 162 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.67 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Gastroenteritis
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 336 303 268 238 219 195 173 130 73 37 15 2 0 Olaparib + Abiraterone
396 380 341 300 247 213 180 154 129 94 54 30 6 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttenmai naebco 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 163 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.68 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Gippe
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 333 301 269 239 218 193 173 132 76 41 16 2 0 Olaparib + Abiraterone
396 378 338 297 246 210 178 152 126 91 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.69 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Harnwegsi nfektion
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 365 317 290 258 232 206 182 162 123 72 38 16 2 0 Olaparib + Abiraterone
396 368 330 290 240 204 171 147 122 89 50 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.70 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Infektion der oberen At emnege
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 330 297 264 235 217 192 173 130 72 37 16 2 0 Olaparib + Abiraterone
396 369 330 287 237 203 171 147 123 90 50 29 5 0 0 Placebo + Abiraterone
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Figure 3.3.71 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Nasopharyngitis
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 329 295 264 235 214 190 170 128 72 39 16 2 0 Olaparib + Abiraterone
396 375 336 296 246 209 175 147 120 88 50 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.72 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Pneunonie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 330 300 268 239 221 195 175 128 73 41 17 2 0 Olaparib + Abiraterone
396 378 335 294 245 209 178 152 126 91 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.73 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC:. Leber- und Gal | ener kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 374 329 299 268 241 218 194 175 131 73 40 16 2 0 Olaparib + Abiraterone
396 367 325 292 244 208 176 149 123 91 52 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.74 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Psychi atri sche Erkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 368 319 279 246 216 197 174 152 114 63 32 15 2 0 Olaparib + Abiraterone
396 352 313 273 222 188 158 130 110 80 47 24 4 0 0 Placebo + Abiraterone
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Figure 3.3.75 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Angst
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 334 299 2066 238 217 193 173 131 74 38 17 2 0 Olaparib + Abiraterone
396 378 337 297 244 208 176 149 124 90 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.76 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Depression
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 337 305 273 242 220 195 175 132 74 40 17 2 0 Olaparib + Abiraterone
396 377 338 295 245 208 176 148 124 89 51 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.77 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Schl afl osi gkeit
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 328 294 263 233 212 188 165 124 70 35 15 2 0 Olaparib + Abiraterone
396 364 327 288 237 203 173 148 123 90 52 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.78 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC: Skel ettnuskul atur-, Bi ndegewebs- und
Knochener kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 299 242 199 156 126 105 89 74 50 27 13 5 0 0 Olaparib + Abiraterone
396 308 248 19 159 123 103 85 67 48 31 17 2 0 0 Placebo + Abiraterone
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Figure 3.3.79 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Arthralgie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 365 316 279 246 219 197 175 153 115 65 34 13 2 0 Olaparib + Abiraterone
396 362 317 266 221 186 152 127 103 72 45 26 5 0 0 Placebo + Abiraterone
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Figure 3.3.80 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Brustschmerzen di e Skel ettnuskul atur betreffend
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 371 326 297 263 229 205 182 163 121 70 39 17 2 0 Olaparib + Abiraterone
396 376 333 293 241 203 169 144 119 88 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.81 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Knochenschnerzen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 303 269 238 214 192 174 129 73 39 17 2 0 Olaparib + Abiraterone
396 380 341 300 249 212 179 152 127 92 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.82 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Miskel spasnen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 366 316 283 254 222 203 180 162 122 67 33 13 2 0 Olaparib + Abiraterone
396 364 324 285 236 201 171 146 120 87 48 28 4 0 0 Placebo + Abiraterone
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Figure 3.3.83 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Miskul aere Schwaeche
Saf ety Anal ysis Set, DCO 14MAR2022

1.0 1
0.9 -
2 s
o
2 0.7 -
A=)l
(O]
L 0.6 1
5
+— 05 y
9
S 0.4 1
=
£ 03]
@
=
© 0.2 1
=
0.1 -
0.0 -

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 336 303 269 238 218 194 172 131 76 40 16 2 0 Olaparib + Abiraterone
39% 376 337 297 246 209 176 152 126 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.84 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Mal gie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 374 327 295 263 231 208 184 166 126 72 39 15 2 0 Olaparib + Abiraterone
396 373 332 288 240 203 173 150 124 90 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.85 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Nackenschmerzen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 334 303 270 238 216 192 173 132 74 40 17 2 0 Olaparib + Abiraterone
396 378 335 297 247 211 178 152 126 91 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.86 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Rueckenschnerzen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 366 318 281 246 214 188 167 142 107 63 33 12 1 0 Olaparib + Abiraterone
396 362 318 269 220 186 159 133 106 76 45 25 5 0 0 Placebo + Abiraterone
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Fi gure 3.3.87 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Schmerz in einer Extremtaet
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 374 327 294 260 227 208 183 161 120 71 37 14 1 0 Olaparib + Abiraterone
396 370 334 293 242 204 170 142 117 86 51 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.88 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Schnerzen des Miuskel - und Skel ettsystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 336 305 273 242 219 197 176 133 76 41 17 2 0 Olaparib + Abiraterone
396 378 338 298 247 211 178 152 127 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.89 PROpel: Kaplan-Meier plot of time to first occurrence of UE SOC: Stoffwechsel - und Ernaehrungsst oerungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 316 262 224 190 158 135 114 97 67 38 19 6 0 0 Olaparib + Abiraterone
396 332 279 243 190 156 127 105 84 57 36 17 4 0 0 Placebo + Abiraterone
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Figure 3.3.90 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Appetit verm ndert
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 353 311 280 247 216 19% 172 152 116 67 33 12 2 0 Olaparib + Abiraterone
39% 371 330 291 243 209 177 151 123 90 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.91 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Dehydratation
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 338 306 273 241 221 199 178 133 75 40 16 2 0 Olaparib + Abiraterone
396 377 338 298 247 212 180 154 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.92 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Diabetes nellitus
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 307 273 242 221 19 176 133 75 39 15 0 0 Olaparib + Abiraterone
396 375 336 297 246 210 177 149 124 89 52 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.93 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hypergl ykaemn e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 330 295 263 235 214 190 170 126 74 40 17 2 0 Olaparib + Abiraterone
396 369 324 284 233 196 166 140 116 84 50 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.94 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hypertriglyzeridaeme
Safety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 334 301 268 235 213 189 169 126 71 36 15 2 0 Olaparib + Abiraterone
396 376 334 296 242 205 171 146 121 88 50 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.95 PROpel : Kapl an-Meier plot of time to first occurrence of UE PT: Hypokal i aem e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 329 298 265 234 214 188 166 126 71 37 17 2 0 Olaparib + Abiraterone
396 374 334 292 243 208 175 149 123 88 50 26 6 0 0 Placebo + Abiraterone
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Figure 3.3.96 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hypokal zaem e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 330 297 2066 236 215 190 170 126 72 39 17 2 0 Olaparib + Abiraterone
396 374 335 295 242 207 176 151 125 91 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.97 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Hypophosphataem e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 335 304 272 242 222 197 177 133 76 40 17 2 0 Olaparib + Abiraterone
396 378 338 298 247 211 179 152 127 92 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.98 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC:. Untersuchungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 307 260 232 200 173 152 135 118 85 41 24 9 2 0 Olaparib + Abiraterone
396 310 259 224 175 142 114 97 80 56 36 20 2 0 0 Placebo + Abiraterone
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Figure 3.3.99 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Al ani nam notransferase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 336 304 270 241 220 197 178 135 75 40 16 2 0 Olaparib + Abiraterone
396 358 318 281 234 201 171 147 121 88 51 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.100 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Al kalische Phosphatase im Bl ut erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 374 332 301 269 242 220 197 177 133 75 41 17 2 0 Olaparib + Abiraterone
396 366 328 290 239 205 171 148 122 89 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.101 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Anyl ase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 334 302 270 240 217 193 171 129 74 40 16 2 0 Olaparib + Abiraterone
396 377 332 291 238 202 169 144 119 86 49 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.102 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Aspartatam notransferase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 378 335 302 270 241 220 19 176 133 73 40 16 2 0 Olaparib + Abiraterone
396 364 324 285 237 205 174 150 124 91 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.103 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Bilirubin imBlut erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 334 302 268 240 221 196 175 133 75 40 16 2 0 Olaparib + Abiraterone
396 377 334 296 245 208 176 152 126 92 52 28 4 0 0 Placebo + Abiraterone
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Figure 3.3.104 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: El ektrokardi ogranm QT verl aengert
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 304 269 237 215 191 171 130 71 38 16 2 0 Olaparib + Abiraterone
396 380 340 300 249 213 180 154 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.105 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Gew cht erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 337 304 275 245 224 199 178 135 76 41 17 2 0 Olaparib + Abiraterone
396 378 336 293 241 206 175 150 125 92 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.106 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Gew cht erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 330 300 267 236 212 187 167 126 71 38 16 2 0 Olaparib + Abiraterone
39% 377 339 299 246 209 175 151 125 91 53 29 5 0 0 Placebo + Abiraterone
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Fi gure 3.3.107 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Kreatinin imBlut erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 372 328 299 267 236 218 194 173 128 74 40 17 2 0 Olaparib + Abiraterone
396 376 336 297 244 204 171 146 124 91 53 30 5 0 0 Placebo + Abiraterone
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Figure 3.3.108 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Leukozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 327 295 264 236 214 187 166 125 72 40 16 2 0 Olaparib + Abiraterone
396 378 338 298 249 213 180 154 127 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.109 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Lynphozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 321 290 261 231 211 183 165 123 68 37 16 2 0 Olaparib + Abiraterone
396 372 333 296 244 210 178 151 125 91 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.110 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Neutrophil enzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 334 301 269 239 220 195 173 132 76 41 17 2 0 Olaparib + Abiraterone
396 377 338 298 249 213 180 154 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.111 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Thronbozytenzahl verm ndert
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 334 303 272 240 220 195 175 131 73 40 16 2 0 Olaparib + Abiraterone
396 377 338 298 247 212 179 153 127 93 53 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.112 PROpel : Kaplan-Meier plot of time to first occurrence of UE SOC. Verletzung, Vergiftung und durch Eingriffe
bedi ngt e Konpl i kati onen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 370 309 269 224 187 158 139 117 86 44 23 9 1 0 Olaparib + Abiraterone
396 371 310 264 211 174 144 113 90 63 34 19 3 0 0 Placebo + Abiraterone
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Figure 3.3.113 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Hauteinriss
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 337 304 2069 237 217 193 172 131 74 38 14 2 0 Olaparib + Abiraterone
396 380 341 301 249 213 179 151 125 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.114 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Kontusion
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 331 293 257 226 203 181 161 121 68 38 15 2 0 Olaparib + Abiraterone
396 377 334 294 243 204 173 146 120 88 50 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.115 PROpel : Kaplan-Meier plot of time to first occurrence of UE PT: Rippenfraktur
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 339 307 272 242 220 19 176 132 72 38 16 2 0 Olaparib + Abiraterone
396 380 336 295 242 205 171 146 122 88 50 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.116 PROpel: Kaplan-Meier plot of time to first occurrence of UE PT: Sturz
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 332 300 266 237 213 190 168 124 68 38 15 2 0 Olaparib + Abiraterone
396 379 336 293 241 204 170 143 117 85 47 24 5 0 0 Placebo + Abiraterone
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Figure 3.3.117 PROpel : Kaplan-Meier plot of time to first occurrence of SUE
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 346 294 261 219 191 175 153 127 90 52 23 9 1 0 Olaparib + Abiraterone
396 356 304 266 219 185 151 127 102 73 41 20 2 0 0 Placebo + Abiraterone
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Figure 3.3.118 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC. Al l genei ne Erkrankungen und Beschwerden am
Ver abr ei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 335 306 273 244 223 198 177 134 76 40 17 2 0 Olaparib + Abiraterone
396 379 339 299 249 214 180 153 127 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.119 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Erkrankungen der Atemmege, des Brustrauns und
Medi ast i nuns
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 332 300 267 237 217 193 170 128 75 40 17 2 0 Olaparib + Abiraterone
396 379 339 299 248 212 179 154 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.120 PROpel : Kapl an-Meier plot of time to first occurrence of SUE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 333 301 268 238 218 193 171 129 75 40 17 2 0 Olaparib + Abiraterone
396 380 340 300 249 213 180 155 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.121 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Erkrankungen der N eren und Har nwege
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 335 305 273 243 223 198 177 132 77 41 17 2 0 Olaparib + Abiraterone
396 377 337 298 249 212 179 153 128 94 54 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.122 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 325 295 262 234 213 189 170 130 73 40 17 2 0 Olaparib + Abiraterone
396 378 338 299 249 212 179 153 127 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.123 PROpel : Kaplan-Meier plot of time to first occurrence of SUE PT: Anaeni e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 370 326 29 265 236 215 191 172 131 74 40 17 2 0 Olaparib + Abiraterone
396 378 339 300 249 213 180 154 128 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.124 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Erkrankungen des Gastrointestinaltrakts
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 338 307 275 243 221 196 173 131 76 39 17 2 0 Olaparib + Abiraterone
396 376 337 298 247 211 179 153 126 92 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.125 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC. Erkrankungen des Nervensystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 338 306 272 241 221 195 175 131 73 37 14 2 0 Olaparib + Abiraterone
396 379 339 298 245 209 177 151 124 91 51 27 5 0 0 Placebo + Abiraterone
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Figure 3.3.126 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC. Qutartige, boesartige und nicht spezifizierte
Neubi | dungen (einschl. Zysten und Pol ypen)
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 337 306 273 239 219 195 174 132 72 37 14 1 0 Olaparib + Abiraterone
396 379 339 298 248 213 179 152 126 91 53 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.127 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Herzer krankungen
Saf ety Anal ysis Set, DCO 14MAR2022

1.0 1
0.9 1 ‘
o +HH
£ 0.8 1
o
2 0.7 -
A=)l
(O]
L 0.6 1
5
+— 05 y
9
S 0.4 1
=
£ 03]
@
=
© 0.2 1
=
0.1
0.0 -

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 334 304 271 243 222 197 177 134 76 40 17 2 0 Olaparib + Abiraterone
396 378 338 299 248 213 179 154 128 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.128 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. |nfektionen und parasitaere Erkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 328 296 260 234 214 187 166 121 64 33 14 2 0 Olaparib + Abiraterone
396 376 331 287 239 202 171 146 119 85 49 27 4 0 0 Placebo + Abiraterone
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Figure 3.3.129 PROpel: Kaplan-Meier plot of time to first occurrence of SUE PT: COVID 19
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 306 272 241 222 197 178 133 76 39 16 2 0 Olaparib + Abiraterone
396 380 341 301 249 213 178 153 127 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.130 PROpel : Kaplan-Meier plot of time to first occurrence of SUE PT: Pneunonie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 335 306 274 244 224 199 179 133 75 41 17 2 0 Olaparib + Abiraterone
396 380 339 298 248 211 179 153 127 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.131 PROpel: Kaplan-Meier plot of time to first occurrence of SUE SOC:. Skel ettnuskul atur-, Bi ndegewebs- und
Knochener kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 339 307 273 242 221 195 175 131 74 39 17 2 0 Olaparib + Abiraterone
396 380 341 300 249 212 180 153 128 93 53 30 6 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttenmai naebfa 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 227 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.132 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC:. Stof fwechsel - und Ernaehrungsstoerungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 384 338 307 275 244 224 198 179 135 77 41 17 2 0 Olaparib + Abiraterone
396 378 338 300 249 213 181 155 129 94 54 29 5 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttemai naebfb 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 228 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.133 PROpel : Kaplan-Meier plot of time to first occurrence of SUE SOC. Verletzung, Vergiftung und durch Eingriffe
bedi ngt e Konpl i kati onen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 336 305 272 241 219 194 174 132 75 40 17 2 0 Olaparib + Abiraterone
396 380 339 299 247 212 179 152 125 90 52 29 5 0 0 Placebo + Abiraterone
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Figure 3.3.134 PROpel : Kaplan-Meier plot of time to first occurrence of Abbruch wegen UE
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 369 322 294 257 228 208 185 167 125 70 38 16 2 0 Olaparib + Abiraterone
396 374 333 293 244 207 175 150 125 91 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.135 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE mit max. CTCAE G ad>=3
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 315 259 225 184 156 139 120 99 66 38 16 8 2 0 Olaparib + Abiraterone
396 319 271 235 188 161 136 111 89 63 36 19 1 0 0 Placebo + Abiraterone
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Figure 3.3.136 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SCC: All genei ne Erkrankungen und
Beschwer den am Ver abr ei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 379 333 304 273 243 220 196 175 132 75 40 17 2 0 Olaparib + Abiraterone
396 379 340 300 248 211 179 153 127 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.137 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SCC: Erkrankungen der Atemwege, des
Brustrauns und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 326 291 259 229 209 184 161 120 71 36 16 2 0 Olaparib + Abiraterone
396 379 338 295 246 211 179 154 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.138 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 327 292 260 230 210 184 162 121 71 36 16 2 0 Olaparib + Abiraterone
396 380 339 29 247 212 180 155 128 93 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.139 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC:. Erkrankungen der Nieren und Har nwege
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 333 303 271 244 224 199 178 133 77 41 17 2 0 Olaparib + Abiraterone
396 378 338 299 249 212 179 153 128 94 54 29 6 0 0 Placebo + Abiraterone
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Fi gure 3.3.140 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SCOC: Erkrankungen des Bl utes und des
Lynmphsyst ens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 351 304 277 246 219 200 174 158 116 66 35 15 2 0 Olaparib + Abiraterone
396 372 335 296 248 212 178 153 127 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.141 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 352 307 280 248 221 202 177 161 119 67 35 15 2 0 Olaparib + Abiraterone
396 374 337 298 249 214 179 155 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.142 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC: Erkrankungen des
Gastrointestinaltrakts
Saf ety Anal ysis Set, DCO 14MAR2022

1.0
0.9 1
:'q;’)
< 0.8 1
o
Z 0.7 -
A=)l
(O]
L 0.6 -
5
+— 0-5 T
9
S 0.4 1
=
2 0.3
a
s 0.2 1
=
0.1 1
0.0 1

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 381 337 305 274 242 220 194 170 129 74 38 16 2 0 Olaparib + Abiraterone
396 376 337 298 246 209 179 153 126 92 52 29 6 0 0 Placebo + Abiraterone
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Figure 3.3.143 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SCC: Erkrankungen des Nervensystens
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 337 304 271 240 221 196 176 132 74 38 15 2 0 Olaparib + Abiraterone
39 376 336 297 245 211 179 153 125 91 52 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.144 PROpel: Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC:. Gef aesserkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 374 328 297 265 235 213 190 170 127 71 39 16 2 0 Olaparib + Abiraterone
39 371 332 291 239 205 174 150 126 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.145 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Hypertonie
Safety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 331 300 268 237 215 192 172 129 73 40 17 2 0 Olaparib + Abiraterone
39 371 332 291 239 205 174 150 126 93 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.146 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC. Gutartige, boesartige und nicht
spezifizierte Neubil dungen (einschl. Zysten und Pol ypen)
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 307 274 240 220 196 175 133 74 39 15 2 0 Olaparib + Abiraterone
396 379 339 298 248 212 179 151 125 90 53 28 6 0 0 Placebo + Abiraterone
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Figure 3.3.147 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC:. Herzerkrankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 380 335 304 271 244 221 196 176 134 77 41 17 2 0 Olaparib + Abiraterone
396 378 339 300 248 213 179 154 128 93 54 30 6 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttemai naebfg 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 243 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.148 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SCOC: | nfektionen und parasitaere
Er kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 328 298 263 234 214 188 168 124 68 34 14 2 0 Olaparib + Abiraterone
396 374 331 288 237 203 172 147 120 87 50 27 4 0 0 Placebo + Abiraterone
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Figure 3.3.149 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: COVID 19
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 307 273 241 222 197 178 133 76 39 16 2 0 Olaparib + Abiraterone
396 380 341 301 249 213 180 155 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.150 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Pneunonie
Safety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 336 307 275 244 224 199 179 133 75 41 17 2 0 Olaparib + Abiraterone
396 380 339 299 248 211 179 153 127 92 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.151 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC:. Skel ettnmuskul atur-, Bi ndegewebs- und
Knochener kr ankungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 339 306 271 239 219 195 174 129 73 39 17 2 0 Olaparib + Abiraterone
396 378 338 296 246 209 178 151 126 92 52 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.152 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC. Stof fwechsel - und
Er naehr ungsst oer ungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 376 327 294 263 232 211 187 169 127 73 37 17 2 0 Olaparib + Abiraterone
396 371 329 293 240 204 173 146 122 87 52 28 5 0 0 Placebo + Abiraterone
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Figure 3.3.153 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC: Untersuchungen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 371 322 290 258 229 207 183 162 123 67 35 15 2 0 Olaparib + Abiraterone
396 363 321 285 235 202 170 145 119 88 49 28 4 0 0 Placebo + Abiraterone
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Figure 3.3.154 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Lynphozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 377 330 301 270 240 219 193 173 131 73 39 17 2 0 Olaparib + Abiraterone
396 376 337 298 247 212 179 153 127 92 53 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.155 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach PT: Neutrophil enzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 382 336 305 273 242 222 197 176 133 76 41 17 2 0 Olaparib + Abiraterone
396 380 341 301 250 214 181 155 129 94 54 30 6 0 0 Placebo + Abiraterone
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Figure 3.3.156 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UE nach SOC:. Verl etzung, Vergiftung und durch
Ei ngriffe bedi ngte Konplikationen
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

—— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 383 338 307 273 242 219 194 174 133 75 40 17 2 0 Olaparib + Abiraterone
396 380 339 298 247 212 179 153 126 91 52 29 5 0 0 Placebo + Abiraterone
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Fi gure 3.3.157 PROpel : Kaplan-Meier plot of time to first occurrence of UESI: hohes potentielles Risiko von MDS/ AML
Saf ety Anal ysis Set, DCO 14MAR2022

1.0 1
0.9 -
2 s
o
2 0.7 -
A=)l
(O]
L 0.6 1
5
+— 05 y
9
S 0.4 1
=
£ 03]
@
=
© 0.2 1
=
0.1 -
0.0 -

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 394 383 366 346 320 309 292 270 218 133 74 23 2 0 Olaparib + Abiraterone
396 38 380 370 352 323 304 289 253 180 105 66 14 0 0 Placebo + Abiraterone
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Figure 3.3.158 PROpel : Kaplan-Meier plot of time to first occurrence of UESI: neue primire Mlignitat (auller MDS/ AM)
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 392 380 362 338 310 29 278 255 204 124 67 19 1 0 Olaparib + Abiraterone
396 384 376 364 345 316 295 278 244 173 101 62 14 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progranm ttemai nae.sas gttenmai naebgbh 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 254 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 1

Figure 3.3.159 PROpel : Kaplan-Meier plot of time to first occurrence of UESI: Pneunonitis
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 393 381 364 345 319 308 291 269 217 132 73 23 2 0 Olaparib + Abiraterone
396 38 379 368 350 321 302 287 251 179 104 65 13 0 0 Placebo + Abiraterone
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Figure 3.3.160 PROpel : Kaplan-Meier plot of time to first occurrence of Schwerw egende UE: hohes potentielles Risiko von MDS/ AML
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 394 383 366 346 320 309 292 270 218 133 74 23 2 0 Olaparib + Abiraterone
396 38 380 370 352 323 304 289 253 180 105 66 14 0 0 Placebo + Abiraterone
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Figure 3.3.161 PROpel : Kaplan-Meier plot of time to first occurrence of Schwerw egende UE: neue prinare Malignitéat (auBer MDS/ AM.)
Saf ety Anal ysis Set, DCO 14MAR2022
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Zeit seit der ersten Dosis (Monate)

— Olaparib + Abiraterone -~~~  Placebo + Abiraterone

Anzahl an Patienten unter Risiko:

398 393 382 365 343 314 302 284 261 209 126 68 19 1 0 Olaparib + Abiraterone
396 385 378 367 349 320 300 284 249 177 104 64 14 0 0 Placebo + Abiraterone

root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ program ttemai nae.sas gttenmai naebge 06JUN2022: 19: 52 kvbv306
Olaparib (Lynparza®) Seite 257 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G

A apari b PROpel,
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Nut zenbewer t ung nach AMNOG

Kapl an- Mei er plot of time to first occurrence of Schwerw egende UE: Pneunpnitis
DCO 14MAR2022
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Figure 3.3.163 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UESI G>=3: hohes potentielles Risiko von MDS/ AML
Saf ety Anal ysis Set, DCO 14MAR2022
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Figure 3.3.164 PROpel : Kaplan-Meier plot of time to first occurrence of Schwere UESI G>=3: neue prinare Malignitéat (auBer NMDS/ AM.)
Saf ety Anal ysis Set, DCO 14MAR2022
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Saf ety Anal ysis Set,

Nut zenbewer t ung nach AMNOG

Kapl an- Mei er plot of time to first occurrence of Schwere UESI G>=3: Pneunpnitis
DCO 14MAR2022

Stand: 13.01.2023
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Table 3.5.1 PROpel : Summary of subgroup analysis of time to UE
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 209 (98,1) 0,9 0,5; 1,2] 226 217 (96,0) 1,0 [ 0,9; 1,4] 1,33 [1,10; 1,61] 0, 0037*
Vi szeral 66 62 (93,9) 0,6 [ 0,5 1,0] 72 67 (93,1) 0,9 0,5 1,4] 0, 98 [0,69; 1,38] 0, 8913
ander e 119 118 (99,2) 0,5 [ 0,4; 0,5] 98 94 (95,9) 0,8 [ 0,5 1,4] 1,55 [1,18; 2,04] 0, 0015*
I nteraktion p-Wert 0, 1197
Docet axel - Behandl ung des nHSPC
Ja 90 87 (96,7) 0,5[ 0,4; 0,8] 90 83 (92,2) 0,8[ 0,5 1,0] 1,16 [0,86; 1,57] 0, 3403
Nei n 308 302 (98,1) 0,5[ 0,5; 0,9] 306 295 (96,4) 1,0 [ 0,9; 1,4] 1, 36 [1,16; 1,60] 0, 0002*
I nteraktion p-Wert 0, 3472
Al ter bei Randomi si erung
<65 Jahre 130 125 (96,2) 0,5 [ 0,4; 0,9] 97 92 (94,8 0,7 [ 0,5; 1,3] 1,16 [0,89; 1,53] 0, 2712
>=65 Jahre 268 264 (98,5) 0,6 [ 0,5; 0,9] 299 286 (95,7) 1,0 [ 0,9; 1,4] 1,38 [1,16; 1,63] 0, 0002*
I nteraktion p-Wert 0, 3002
Regi on
Asi en 91 91 ( 100) 0,9 [ 0,4; 1,4] 104 97 (93,3) 1,4 [ 1,0; 1,6] 1, 45 [1,09; 1,93] 0,0113*
Eur opa 177 170 (96,0) 0,6 [ 0,5; 0,9] 171 163 (95,3) 0,7 [ 0,5; 1,0] 1,12 [0,90; 1,39] 0, 3058
Nor d- und Suedaneri ka 130 128 (98,5) 0,5[ 0,5; 0,8] 121 118 (97,5) 1,0[ 0,7; 1,5] 1,49 [1,16; 1,91] 0, 0020*
I nteraktion p-Wert 0, 1708
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 97 (99,0) 0,5[ 0,4; 1,0] 100 93 (93,0) 0,7 [ 0,5; 1,2] 1,21 [0,91; 1,60] 0, 1964
Ni cht - HRRm 268 261 (97,4) 0,5[ 0,5; 0,8] 267 257 (96,3) 1,0 [ 0,9; 1,4] 1,37 [1,15; 1,63] 0, 0004*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.1 PROpel : Summary of subgroup analysis of time to UE
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 31 (96,9 0,6 0,5; 1,9] 29 28 (96,6) 1,1 [ 0,6; 1,8] 1,22 [0,73; 2,05] 0, 4444
I nteraktion p-Wert 0, 7251

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 61 (98,4) 0,5 0,4; 1,4] 56 50 (89,3) 1,3 [ 0,6; 1,7] 1, 43 [0,99; 2,09] 0, 0592

Ni cht - HRRm 207 203 (98,1) 0,6 [ 0,5; 0,9] 210 202 (96,2) 1,0 [ 0,7; 1,3] 1,29 [1,06; 1,57] 0, 0112~

Unbekannt 129 125 (96,9) 0,5 0,4; 0,38] 130 126 (96,9) 0,9 [ 0,6; 1,4] 1,32 [1,03; 1,70] 0, 0273~

I nteraktion p-Wert 0, 8851
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 29 ( 100) 0,6 [ 0,3; 1,7] 22 20 (90,9) 0,7 [ 0,2; 2,3] 1,04 [0,59; 1,87] 0, 8909

Ni cht - HRRm 330 321 (97,3) 0,5 0,5; 0,8] 327 312 (95,4) 1,0 [ 0,9; 1,3] 1,35 [1,15; 1,58] 0, 0002~

Unbekannt 39 39 ( 100) 0,5 0,3; 0,9] 47 46 (97,9) 0,8 [ 0,5; 1,4] 1,31 [0, 85; 2,01] 0, 2200

I nteraktion p-Wert 0, 6935
ECOG PS zu Basel i ne

0 286 280 (97,9) 0,5 0,5; 0,9] 272 260 (95,6) 1,2 [ 0,9; 1,4] 1,34 [1,13; 1,59] 0, 0007~

1 112 109 (97,3) 0,5 0,4; 0,6] 124 118 (95,2) 0,6 [ 0,5; 1,0] 1, 26 [0,97; 1,64] 0, 0801

I nteraktion p-Wert 0, 7050
PSA zu Basel i ne

Unt er nedi anem 196 195 (99,5) 0,6 [ 0,5; 0,38] 199 188 (94,5) 1,2 [ 0,9; 1,4] 1, 46 [1,19; 1,78] 0, 0003~
PSA- Basel i newert

Uber medi anem 200 192 (96,0) 0,5 [ 0,5; 0,9] 196 189 (96,4) 0,9 [ 0,5; 1,1] 1,18 [0,96; 1,44] 0, 1076
PSA- Basel i newert

I nteraktion p-Wert 0, 1452

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.1 PROpel : Summary of subgroup analysis of time to UE
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 272 (96,8) 0,5[ 0,5; 0,8] 274 266 (97,1) 0,9 [ 0,6; 1,0] 1,23 [1,03; 1,45] 0, 0188*
Af roaneri kani sch 14 14 ( 100) 0,7 [ 0,1; 1,8] 11 10 (90,9) 1,1 [ 0,4; 3,2] 2,03 [0,91; 4,73] 0, 0850
Asi ati sch 66 66 ( 100) 1,1 [ 0,5; 1,6] 72 65 (90,3) 1,6 [ 1,3; 2,6] 1,53 [1,09; 2,17] 0, 0147~
Ander e 15 15 ( 100) O,5[ 0,1; 0,7] 9 8 (88,9) 1,1 [ 0,0; Ng 1,83 [0,79; 4,55] 0, 1575
I nteraktion p-Wert 0, 3690
Schnerzen zu basel i ne
Synpt omat i sch 103 102 (99,0) 0,5 [ 0,4; 0,5] 80 80 ( 100) 0,5 0,5; 1,0] 1,24 [0,93; 1,67] 0, 1463
Asynpt omati sch/m | d 266 258 (97,0) 0,7 [ 0,5; 1,0] 294 277 (94,2) 1,1 [ 0,9; 1,4] 1,30 [1,09; 1,54] 0, 0029*
synpt omati sch
I nteraktion p-Wert 0, 8003

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.2 PROpel: Summary of subgroup analysis of time to UE SOC:. All genei ne Erkrankungen und Beschwerden am Ver abrei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 114 (53,5) 14,8 [10, 3; 22, 8] 226 99 (43,8) 31,4 [16,3; Ng 1,35 [1,03; 1,76] 0, 0304*
Vi szeral 66 33 (50,0) 10,2 [ 4,4; Ng 72 27 (37,5) NE [ NE NE] 1,42 [0,85; 2,37] 0, 1772
ander e 119 63 (52,9) 12,9 [ 4,8;27,9] 98 50 (51,0) 13,0 [ 7,4; Ng 1,10 [0,76; 1,59] 0, 6283
I nteraktion p-Wert 0, 6201
Docet axel - Behandl ung des nHSPC
Ja 90 54 (60,0) 9,0 [ 4,6;18,7] 90 42 (46,7) 14,4 [ 7,4; Ng 1,41 [0,94; 2,12] 0, 0949
Nei n 308 156 (50,6) 17,0 [10, 2; 26, 3] 306 134 (43,8) 31,4 [15,6; Ng 1,26 [0,999; 1,59] 0, 0514
I nteraktion p-Wert 0, 6333
Al ter bei Randomi si erung
<65 Jahre 130 65 (50,0) 21,9 [ 8,3; Ng 97 42 (43,3) 18,4 [12,7; Ng 1,14 [0,77;, 1,69] 0, 5170
>=65 Jahre 268 145 (54,1) 12,9 [ 7,1;19,4] 299 134 (44,8) 22,2 [14,3; Ng 1, 37 [1,08; 1,73] 0, 0089*
I nteraktion p-Wert 0, 4234
Regi on
Asi en 91 41 (45,1) 26,3 [ 9,3; Ng 104 37 (35,6) NE [ NE NE] 1,33 [0,86; 2,09] 0, 2030
Eur opa 177 98 (55,4) 11,1 [ 5,6;19,3] 171 84 (49,1) 16,3 [10,1; NEg] 1,21 [0,90; 1,62] 0, 2023
Nor d- und Suedaneri ka 130 71 (54,6) 13,3 [ 6,2;28,8] 121 55 (45,5) 18,4 [11,6; NE] 1,35 [0,95; 1,93] 0, 0930
I nteraktion p-Wert 0, 8727

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 49 (50,0) 9, 5,

3 [ © NE| 100 40 (40,0) 20,9 [12,7; NE 1,39 [0,91; 2,11] 0, 1244
Ni cht - HRRm 268 141 (52,6) 16,6 [11,

4
0;23,3] 267 122 (45,7) 22,2 [13,0; NE 1,23 [0,97; 1,57] 0, 0938

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.2 PROpel: Summary of subgroup analysis of time to UE SOC:. All genei ne Erkrankungen und Beschwerden am Ver abrei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 20 (62,5) 6,5 [ 1,0;21,09] 29 14 (48,3) 19,0 [ 2,3; Ng 1,59 [0,81; 3,21] 0, 1822
I nteraktion p-Wert 0, 7351

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 27 (43,5) NE [ NE NE] 56 23 (41,1) NE [ NE NE] 1,05 [0,60; 1,85] 0, 8623
Ni cht - HRRm 207 112 (54,1) 13,7 [ 7,5;20,1] 210 91 (43,3) 31,4 [14,3; Ng 1, 40 [1,07; 1,85] 0, 0158*
Unbekannt 129 71 (55,0) 12,9 [ 6,0;23,4] 130 62 (47,7) 17,1 [11,4; NEg] 1,25 [0,89; 1,77] 0, 1908
I nteraktion p-Wert 0, 6379

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 15 (51,7) 19,9 [ 6,3; Ng 22 10 (45,5) 12,7 [ 4,2; Ng 0, 92 [0,42; 2,12] 0, 8439
Ni cht - HRRm 330 171 (51,8) 13,9 [ 9,0;22,8] 327 147 (45,0) 20,9 [14,3; Ng 1,28 [1,03; 1,60] 0, 0288*
Unbekannt 39 24 (61,5) 11,0 [ 2,3;29,5] 47 19 (40, 4) NE [ NE NE] 1,72 [0,94; 3,18] 0, 0765
I nteraktion p-Wert 0, 4627

ECOG PS zu Basel i ne

0 286 145 (50,7) 14,8 [10,2;27,9] 272 115 (42,3) 31,4 [17,1; Ng 1,32 [1,04; 1,69] 0, 0242*

1 112 65 (58,0) 8,2 [ 4,6;19,9] 124 61 (49,2) 13,0 [ 9,9;18,4] 1,26 [0,88; 1,78] 0, 2026

I nteraktion p-Wert 0, 8071
PSA zu Basel i ne

Unt er nmedi anem 196 116 (59,2) 9,3 [ 6,2;19,3] 199 92 (46,2) 31,4 [14,3; Ng] 1,43 [1,09; 1,89] 0, 0094*
PSA- Basel i newert

Uber medi anem 200 93 (46,5) 18,7 [11,1;27,9] 196 84 (42,9) 17,1 [12,0; Ng] 1,14 [0,85; 1,54] 0, 3714
PSA- Basel i newert

I nteraktion p-Wert 0, 2699

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.2 PROpel: Summary of subgroup analysis of time to UE SOC:. All genei ne Erkrankungen und Beschwerden am Ver abrei chungsort
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 150 (53,4) 13,3 [ 9,0;19,4] 274 124 (45,3) 18,4 [14,2; Ng 1,29 [1,02; 1,64] 0, 0333+
Af roaneri kani sch 14 6 (42,9) NE [ NE NE] 11 5 (45,5) 17,1 [ 2,0; Ng] 1,18 [0,36; 4,10] 0, 7831
Asi ati sch 66 28 (42,4) NE [ NE NE] 72 24 (33,3) NE [ NE NE] 1,34 [0,78; 2,33] 0, 2912
Ander e 15 10 (66,7) 2,9 [ 0,5; Ng] 9 4 (44, 4) NE [ NE NE] 1,81 [0,61; 6,60] 0, 2981
I nteraktion p-Wert 0, 9487
Schnerzen zu basel i ne
Synpt omat i sch 103 60 (58,3) 7,3 [ 3,6;12,9] 80 36 (45,0) 16,3 [10,0; 31, 4] 1,54 [1,02; 2,35] 0, 0379*
Asynpt omati sch/m | d 266 133 (50,0) 19,9 [11,7; 28, 8] 294 129 (43,9) 32,2 [14,4; Ng 1,19 [0,94; 1,52] 0, 1536
synpt omati sch
I nteraktion p-Wert 0, 2939

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.3 PROpel : Summary of subgroup analysis of time to UE PT: Ernuedung
Saf ety Anal ysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 63 (29,6) NE [ NE NE] 226 46 (20, 4) NE [ NE NE] 1,50 [1,03; 2,20] 0, 0363*
Vi szeral 66 18 (27,3) NE [ NE NE] 72 10 (13,9) NE [ NE NE] 2,04 [0,96; 4,60] 0, 0640
ander e 119 31 (26,1) NE [ NE NE] 98 22 (22,4) NE [ NE NE] 1,21 [0,71; 2,12] 0, 4890
I nteraktion p-Wert 0, 5511
Docet axel - Behandl ung des nHSPC
Ja 90 33 (36,7) NE [ NE NE] 90 25 (27,8) NE [ NE NE] 1,38 [0,82; 2,35] 0, 2202
Nei n 308 79 (25,6) NE [ NE NE] 306 53 (17,3) NE [ NE NE] 1,53 [1,08; 2,18] 0, 0154*
I nteraktion p-Wert 0, 7489
Al ter bei Randomi si erung
<65 Jahre 130 35 (26,9) NE [ NE NE] 97 20 (20,6) NE [ NE NE] 1,31 [0,76; 2,31] 0, 3329
>=65 Jahre 268 77 (28,7) NE [ NE NE] 299 58 (19,4) NE [ NE NE] 1,56 [1,11; 2,20] 0, 0103*
I nteraktion p-Wert 0, 5974
Regi on
Asi en 91 21 (23,1) NE [ NE NE] 104 13 (12,5) NE [ NE NE] 1,89 [0,96; 3,88] 0, 0656
Eur opa 177 45 (25,4) NE [ NE NE] 171 33 (19,3) NE [ NE NE] 1,32 [0, 84; 2,08] 0, 2263
Nor d- und Suedaneri ka 130 46 (35,4) NE [ NE NE] 121 32 (26,4) NE [ NE NE] 1, 46 [0,93; 2,31] 0, 0978
I nteraktion p-Wert 0, 6860
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 31 (31,6) NE [ NE NE] 100 16 (16,0) NE [ NE NE] 2,05 [1,14; 3,85] 0, 0162*
Ni cht - HRRm 268 71 (26,5) NE [ NE NE] 267 56 (21,0) NE [ NE NE] 1,30 [0,92; 1,85] 0, 1423

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.3 PROpel : Summary of subgroup analysis of time to UE PT: Ernuedung
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 10 (31,3) NE [ NE NE] 29 6 (20,7) NE [ NE NE] 1,68 [0, 62; 4,94] 0, 3066
I nteraktion p-Wert 0,4148

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 17 (27,4) NE [ NE NE] 56 10 (17,9) NE [ NE NE] 1,48 [0,69; 3,36] 0, 3170
Ni cht - HRRm 207 57 (27,5) NE [ NE NE] 210 43 (20,5) NE [ NE NE] 1,42 [0,96; 2,13] 0, 0786
Unbekannt 129 38 (29,5) NE [ NE NE] 130 25 (19,2) NE [ NE NE] 1,59 [0,97; 2,66] 0, 0686
I nteraktion p-Wert 0, 9447

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 8 (27,6) NE [ NE NE] 22 4 (18,2) NE [ NE NE] 1,35 [0,43; 5,06] 0, 6188
Ni cht - HRRm 330 87 (26,4) NE [ NE NE] 327 66 (20,2) NE [ NE NE] 1,35 [0,98; 1,86] 0, 0670
Unbekannt 39 17 (43,6) NE [ NE NE] 47 8 (17,0) NE [ NE NE] 3,06 [1,36; 7,49] 0, 0065*
I nteraktion p-Wert 0, 1823

ECOG PS zu Basel i ne

0 286 75 (26,2) NE [ NE NE] 272 52 (19,1) NE [ NE NE] 1,42 [1,003; 2,04] 0, 0481*
1 112 37 (33,0) NE [ NE NE] 124 26 (21,0) NE [ NE NE] 1,64 [0,997; 2,74] 0, 0512
I nteraktion p-Wert 0, 6527

PSA zu Basel i ne

Unt er nedi anem 196 62 (31,6) NE [ NE NE| 199 39 (19, 6) NE [ NE NE| 1,71 [1,15; 2,57] 0, 0080~
PSA- Basel i newert

Uber medi anem 200 50 (25,0) NE [ NE NE| 196 39 (19,9) NE [ NE NE| 1,28 [0, 84; 1,96] 0, 2455
PSA- Basel i newert

I nteraktion p-Wert 0, 3312

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.3 PROpel : Summary of subgroup analysis of time to UE PT: Ernuedung
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 87 (31,0) NE [ NE NE] 274 59 (21,5) NE [ NE NE] 1,49 [1,08; 2,09] 0, 0165*
Af roaneri kani sch 14 4 (28,6) NE [ NE NE] 11 1(91) NE [ NE NE] 3,92 [0,58; 76,65] 0, 1718
Asi ati sch 66 10 (15,2) NE [ NE NE] 72 4 ( 5,6) NE [ NE NE] 2,74 [0,92; 9,99] 0, 0719
Ander e 15 4 (26,7) NE [ NE NE] 9 2 (22,2) NE [ NE NE] 1,32 [0,26; 9,54] 0, 7429
I nteraktion p-Wert 0, 6026
Schnerzen zu basel i ne
Synpt omat i sch 103 34 (33,0) NE [ NE NE] 80 19 (23,8) NE [ NE NE] 1,50 [0,86; 2,67] 0, 1538
Asynpt omati sch/m | d 266 68 (25,6) NE [ NE NE] 294 55 (18,7) NE [ NE NE] 1,37 [0,96; 1,97] 0, 0792
synpt omati sch
I nteraktion p-Wert 0, 8020

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.4 PROpel: Summary of subgroup analysis of time to UE SOC:. Erkrankungen der Atemmege, des Brustrauns und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 67 (31,5) 36,6 [31,7; Ng 226 53 (23,5) NE [ NE NE] 1,33 [0,93; 1,91] 0, 1218
Vi szeral 66 21 (31,8) NE [ NE NE] 72 12 (16,7) NE [ NE NE] 1,93 [0,97; 4,05] 0, 0626
ander e 119 41 (34,5) NE [ NE NE] 98 23 (23,5) NE [ NE NE] 1,42 [0,86; 2,41] 0, 1701
I nteraktion p-Wert 0, 6461
Docet axel - Behandl ung des nHSPC
Ja 90 26 (28,9) NE [ NE NE] 90 18 (20,0) NE [ NE NE] 1,44 [0,80; 2,67] 0, 2298
Nei n 308 103 (33,4) 36,6 [34,7; Ng 306 70 (22,9) NE [ NE NE] 1, 45 [1,07; 1,97] 0, 0162*
I nteraktion p-Wert 0, 9890
Al ter bei Randomi si erung
<65 Jahre 130 44 (33,8) NE [ NE NE] 97 17 (17,5) NE [ NE NE] 1,93 [1,12; 3,47] 0, 0168*
>=65 Jahre 268 85 (31,7) 36,6 [31,7; Ng 299 71 (23,7) NE [ NE NE] 1,32 [0,97; 1,82] 0, 0806
I nteraktion p-Wert 0, 2449
Regi on
Asi en 91 23 (25,3) NE [ NE NE] 104 21 (20,2) NE [ NE NE] 1, 06 [0,58; 1,93] 0, 8519
Eur opa 177 61 (34,5) 34,7 [27,9; NEg] 171 36 (21,1) NE [ NE NE] 1, 65 [1,10; 2,52] 0, 0150*
Nor d- und Suedaneri ka 130 45 (34,6) NE [ NE NE] 121 31 (25,6) NE [ NE NE] 1,47 [0,93; 2,34] 0, 0967
I nteraktion p-Wert 0, 4791

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 35 (35,7) 34,7 [24,8; Ng 100 26 (26,0) NE [ NE NE| 1,19 [0,72; 2,00] 0, 4913
Ni cht - HRRm 268 81 (30,2) NE [ NE NE| 267 56 (21,0) NE [ NE NE| 1, 45 [1,04; 2,05] 0, 0299~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.4 PROpel: Summary of subgroup analysis of time to UE SOC:. Erkrankungen der Atemmege, des Brustrauns und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 13 (40,6) NE [ NE NE] 29 6 (20,7) NE [ NE NE] 2,46 [0,97; 7,01] 0, 0576
I nteraktion p-Wert 0, 4144

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 18 (29,0) NE [ NE NE] 56 12 (21,4) NE [ NE NE] 1,20 [0,58; 2,56] 0, 6262
Ni cht - HRRm 207 76 (36,7) 36,6 [22,7; Ng 210 41 (19,5) NE [ NE NE] 2,05 [1,41; 3,03] 0, 0001*
Unbekannt 129 35 (27,1) NE [ NE NE] 130 35 (26,9) NE [ NE NE] 0,91 [0,57; 1,46] 0, 6896
I nteraktion p-Wert 0, 0253*

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 10 (34,5) NE [ NE NE] 22 8 (36,4) NE [ NE NE] 0, 65 [0,26; 1,72] 0, 3768
Ni cht - HRRm 330 103 (31,2) 36,6 [31,7; Ng 327 70 (21,4) NE [ NE NE] 1,47 [1,09; 2,00] 0, 0117~
Unbekannt 39 16 (41,0) NE [ NE NE] 47 10 (21,3) NE [ NE NE] 2,05 [0,94; 4,68] 0, 0707
I nteraktion p-Wert 0, 1806

ECOG PS zu Basel i ne

0 286 90 (31,5) 36,6 [34,7; Ng 272 54 (19,9) NE [ NE NE] 1, 60 [1,15; 2,26] 0, 0055*
1 112 39 (34,8) NE [ NE NE] 124 34 (27,4) NE [ NE NE] 1,22 [0,77; 1,94] 0, 4056
I nteraktion p-Wert 0, 3445

PSA zu Basel i ne

Unt er nedi anem 196 69 (35,2) 36,6 [31,7; Nf 199 44 (22,1) NE [ NE NE| 1,62 [1,12; 2,39] 0, 0111~
PSA- Basel i newert

Uber medi anem 200 60 (30,0) NE [ NE NE| 196 44 (22, 4) NE [ NE NE| 1,29 [0,87; 1,91] 0, 2012
PSA- Basel i newert

I nteraktion p-Wert 0, 4029

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.4 PROpel: Summary of subgroup analysis of time to UE SOC:. Erkrankungen der Atemmege, des Brustrauns und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 95 (33,8) 36,6 [30,3; Ng 274 64 (23,4) NE [ NE NE] 1,43 [1,05; 1,98] 0, 0252*
Af roaneri kani sch 14 4 (28,6) NE [ NE NE] 11 3 (27,3) NE [ NE NE] 1,04 [0,23; 5,27] 0, 9601
Asi ati sch 66 13 (19,7) NE [ NE NE] 72 12 (16,7) NE [ NE NE] 1,03 [0,47; 2,29] 0, 9412
Ander e 15 6 (40,0) NE [ NE NE] 9 3 (33,3) NE [ NE NE] 1,70 [0, 45; 8,04] 0, 4442
I nteraktion p-Wert 0, 8489
Schnerzen zu basel i ne
Synpt omat i sch 103 39 (37,9) 31,7 [19,2; Ng] 80 20 (25,0) NE [ NE NE] 1,53 [0,90; 2,68] 0, 1145
Asynpt omati sch/m | d 266 80 (30,1) 36,6 [34,7; Ng 294 61 (20,7) NE [ NE NE] 1,39 [0,99; 1,94] 0, 0540
synpt omati sch
I nteraktion p-Wert 0, 7566

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.5 PROpel : Summary of subgroup analysis of time to UE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 15 ( 7,0) NE [ NE NE| 226 2 (0,9 NE [ NE NE| 7,96 [2,24; 50, 48] 0, 0005~
Vi szer al 66 4 ( 6,1) NE [ NE NE| 72 1( 1,4 NE [ NE NE| 3,82 [0,56; 74,66] 0, 1809
ander e 119 9 ( 7,6) NE [ NE NE| 98 4 ( 4,1) NE [ NE NE| 1,76 [0,57; 6,50] 0, 3327
I nteraktion p-Wert 0, 2694

Docet axel - Behandl ung des nHSPC

Ja 90 5 ( 5,6) NE [ NE NE] 90 1( 1,1 NE [ NE NE] 4, 88 [0,79; 93,41] 0, 0937
Nei n 308 23 ( 7,5) NE [ NE NE] 306 6 ( 2,0 NE [ NE NE] 3,70 [1,60; 10,01] 0, 0015*
I nteraktion p-Wert 0, 8119

Al ter bei Randomi si erung

<65 Jahre 130 7 (54 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 21 ( 7,8) NE [ NE NE] 299 7 ( 2,3 NE [ NE NE] 3,36 [1,50; 8, 54] 0, 0027*
I nteraktion p-Wert NC
Regi on
Asi en 91 3 ( 3,3 NE [ NE NE] 104 3 (29 NE [ NE NE] 1,01 [0,19; 5,46] 0, 9912
Eur opa 177 15 ( 8,5) NE [ NE NE] 171 1( 0,6) NE [ NE NE] 14,05 [2, 85; 254, 06] 0, 0002*
Nor d- und Suedaneri ka 130 10 ( 7,7) NE [ NE NE] 121 3 ( 2,5 NE [ NE NE] 3,23 [0,99; 14,39] 0, 0527
I nteraktion p-Wert 0, 0866

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 6 ( 6,1) NE [ NE NE| 100
Ni cht - HRRm 268 22 ( 8,2 NE [ NE NE| 267

NE
SR
zEe

NE[ NE NE| 5,46 [0, 93;103,07] 0, 0613
NE[ NE NE 3,65 [1,57; 9,90] 0, 0019*

(2 =
—_~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.5 PROpel :

Nut zenbewer t ung nach AMNOG

DCO 14VAR2022

Stand: 13.01.2023

Seite 2 von 3

Summary of subgroup analysis of time to UE PT: Lungenenbolie
Saf ety Anal ysis Set,

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

Unbekannt 32 0 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert 0, 7230
HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 17 ( 8,2) NE [ NE NE] 210 4 (1,9) NE [ NE NE] 4,48 [1,66; 15,57] 0, 0022*

Unbekannt 129 7 (54 NE [ NE NE] 130 3( 2,3 NE [ NE NE] 2,19 [0, 61; 10, 16] 0, 2366

I nteraktion p-Wert 0, 4244
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen

HRRm 29 3 (10, 3) NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 22 ( 6,7) NE [ NE NE] 327 5 ( 1,5) NE [ NE NE] 4,32 [1,77; 12,90] 0, 0008*

Unbekannt 39 3(7,7) NE [ NE NE] 47 2 ( 4,3 NE [ NE NE] 1,75 [0,29; 13,32] 0, 5341

I nteraktion p-Wert 0, 3957
ECOG PS zu Basel i ne

0 286 24 ( 8,4) NE [ NE NE] 272 3 (1,1 NE [ NE NE] 7,55 [2,64; 31,78] <0, 0001*

1 112 4 ( 3,6) NE [ NE NE] 124 4 ( 3,2) NE [ NE NE] 1,03 [0, 24; 4,35] 0, 9681

I nteraktion p-Wert 0, 0303~
PSA zu Basel i ne

Unt er nmedi anem 196 16 ( 8,2) NE [ NE NE] 199 2 (1,0 NE [ NE NE] 8, 07 [2,30; 51, 05] 0, 0004*
PSA- Basel i newert

Uber medi anem 200 12 ( 6,0) NE [ NE NE] 196 5 ( 2,6) NE [ NE NE] 2,23 [0,83; 7,01] 0, 1158
PSA- Basel i newert

I nteraktion p-Wert 0, 1428

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.
[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

ties.

| evel
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If >=10 patients for all
results from nodel
insufficient data were dropped and,
had >=10 events,

i ncludi ng treatnent,

subgroup | evel s,
subgr oup,
if appropriate,
and >0 events for

>=10 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel

both treatnments, results from nodel for

re-fitted. If

>0 events for

al |

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

Includes AEs with

MedDRA version 24.0.
NE = not estinmable as median (or 95% CLs) not
Ef ron nethod for handling
subgroup | evel s/ treatments,
For subgroups with >2 |evels,
interaction nodel
1 level

reached.

levels with

conditions not nmet but 1
i ncluding treatment only.
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Table 3.5.5 PROpel : Summary of subgroup analysis of time to UE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 20 ( 7,1) NE [ NE NE] 274 3 (1,1 NE [ NE NE] 6, 28 [2,15; 26, 65] 0, 0003*
Af roaneri kani sch 14 3 (21,4 NE [ NE NE] 11 2 (18,2 NE [ NE NE] 1,26 [0,21; 9,56] 0, 8010
Asi ati sch 66 2 ( 3,0 NE [ NE NE] 72 1( 1,4 NE [ NE NE] 1,92 [0,18; 41, 28] 0, 5840
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 3118
Schnerzen zu basel i ne
Synpt omat i sch 103 6 (5,8 NE [ NE NE] 80 4 ( 50) NE [ NE NE] 1,14 [0,32; 4,44] 0, 8432
Asynpt omati sch/m | d 266 19 ( 7,1) NE [ NE NE] 294 3 (1,0 NE [ NE NE] 6, 56 [2,23; 27,91] 0, 0002*
synpt omati sch
I nteraktion p-Wert 0, 0488*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.6 PROpel: Summary of subgroup analysis of time to UE PT: Nasenver st opfung
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 2 (0,9 NE [ NE NE] 226 9 ( 4,0 NE [ NE NE] 0, 22 [0,03; 0,84] 0, 0253*
Vi szeral 66 1( 1,5 NE [ NE NE] 72 1( 1,4 NE [ NE NE] 0, 92 [0, 04; 23,30] 0, 9541
ander e 119 0 NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 3756
Docet axel - Behandl ung des nHSPC
Ja 90 2 (2,2 NE [ NE NE] 90 2 (22 NE [ NE NE] NC [NC] NC
Nei n 308 1(0,3) NE [ NE NE] 306 8 ( 2,6) NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 2 (1,5 NE [ NE NE] 97 4 ( 4,1) NE [ NE NE] NC [NC NC
>=65 Jahre 268 1(0,4) NE [ NE NE] 299 6 ( 2,0 NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 0 NE [ NE NE] 104 1( 1,0 NE [ NE NE] NC [NC] NC
Eur opa 177 1( 0,6) NE [ NE NE] 171 2 (1,2 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 2 ( 1,5) NE [ NE  NE] 121 7 (5,8) NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 1( 1,0 NE [ NE NE] 100 1( 1,0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 2 (0,7 NE [ NE NE] 267 7 ( 2,6) NE [ NE NE] NC [NC] NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.6 PROpel: Summary of subgroup analysis of time to UE PT: Nasenver st opfung
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 0 NE [ NE NE] 29 2 (6,9 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 1( 1,6) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 1(0,5) NE [ NE NE] 210 7 ( 3,3 NE [ NE NE] NC [NC] NC
Unbekannt 129 1(0,8) NE [ NE NE] 130 3( 2,3 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen
HRRm 29 0 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 3 (0,9 NE [ NE NE] 327 8 ( 2,4 NE [ NE NE] 0, 35 [0,08; 1,19] 0, 0950
Unbekannt 39 0 NE [ NE NE] 47 2 ( 4,3 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
ECOG PS zu Basel i ne
0 286 2 (0,7 NE [ NE NE] 272 7 ( 2,6) NE [ NE NE] NC [NC] NC
1 112 1( 0,9 NE [ NE NE] 124 3( 2,4 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
PSA zu Basel i ne
Unt er nmedi anem 196 2 (1,0 NE [ NE NE] 199 5 ( 2,5) NE [ NE NE] NC [NC] NC
PSA- Basel i newert
Uber medi anem 200 1(0,5) NE [ NE NE] 196 5 ( 2,6) NE [ NE NE] NC [NC] NC
PSA- Basel i newert
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.6 PROpel:

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

DCO 14NVAR2022

Summary of subgroup analysis of time to UE PT: Nasenver st opfung
Saf ety Anal ysis Set,

Stand: 13.01.2023

Seite 3 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 2 (0,7 NE [ NE NE| 274 8 (2,9 NE [ NE NE| 0,21 [0,03; O, 85] 0, 0276*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 0 NE [ NE NE| 72 1( 1,4 NE [ NE NE| NC [ NC] NC
Ander e 15 0 NE [ NE NE| 9 1(11,1) NE [ NE NE| NC [ NC] NC
I nteraktion p-Wert NC
Schner zen zu basel i ne
Synpt omat i sch 103 0 NE [ NE NE| 80 0 NE [ NE NE| NC [ NC] NC
Asynpt omati sch/mi | d 266 3(1,1) NE [ NE NE| 294 9 ( 3,1) NE [ NE NE| 0,31 [0,07; 1,06] 0, 0619
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas
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subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

I ncludes AEs with
MedDRA version 24.0.
NE = not estinable as nedian (or 95% CLs) not reached.

Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.7 PROpel : Summary of subgroup analysis of time to UE SOC:. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 109 (51,2) 17,5 [ 9,3; Ng 226 50 (22,1) NE [ NE NE] 2,94 [2,11; 4, 14] <0, 0001*
Vi szeral 66 32 (48,5) 25,8 [ 4,6; Ng 72 22 (30,6) NE [ NE NE] 1,73 [1,01; 3,02] 0, 0445*
ander e 119 67 (56,3) 6,5 [ 3,1;24,1] 98 20 (20,4) 34,1 [34,1; Ng 3,74 [2,31; 6,32] <0, 0001*
I nteraktion p-Wert 0, 1167
Docet axel - Behandl ung des nHSPC
Ja 90 37 (41,1) 33,1 [14,8; Ng 90 19 (21,1) NE [ NE NE] 2,15 [1,25; 3,81] 0, 0053*
Nei n 308 171 (55,5) 10,2 [ 6, 3;18, 5] 306 73 (23,9) NE [ NE NE] 3,08 [2,35; 4,07] <0, 0001*
I nteraktion p-Wert 0, 2601
Al ter bei Randomi si erung
<65 Jahre 130 55 (42,3) NE [ NE NE] 97 22 (22,7) NE [ NE NE] 1,97 [1,22; 3,30] 0, 0050*
>=65 Jahre 268 153 (57,1) 7,5 [ 5,1;16,9] 299 70 (23,4) NE [ NE NE] 3,39 [2,56; 4,52] <0, 0001*
I nteraktion p-Wert 0, 0698
Regi on
Asi en 91 40 (44,0) NE [ NE NE] 104 11 (10, 6) NE [ NE NE] 4,81 [2,56; 9, 86] <0, 0001*
Eur opa 177 96 (54,2) 10,2 [ 6,3;19,8] 171 47 (27,5) NE [ NE NE] 2,62 [1,86; 3,75] <0, 0001*
Nor d- und Suedaneri ka 130 72 (55,4) 14,8 [ 6, 4;25,8] 121 34 (28,1) 34,1 [34,1; Ng] 2,49 [1,67; 3,79] <0, 0001*
I nteraktion p-Wert 0, 2008
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 44 (44,9) 30,4 [ 9,3; Ng 100 19 (19,0) NE [ NE NE] 2,74 [1,62; 4,80] 0, 0001*
Ni cht - HRRm 268 146 (54,5) 14,7 [ 6,5;22,1] 267 65 (24,3) NE [ NE NE] 2,88 [2,16; 3,88] <0, 0001*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.7 PROpel : Summary of subgroup analysis of time to UE SOC:. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 18 (56,3) 8,3 [ 2,3; Ng 29 8 (27,6) NE [ NE NE] 2,93 [1,32; 7,15] 0, 0080*
I nteraktion p-Wert 0, 9846

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 28 (45,2) 30,4 [10,2; Ng 56 13 (23,2) NE [ NE NE] 2,04 [1,08; 4,07] 0, 0278*
Ni cht - HRRm 207 111 (53,6) 14,0 [ 6,5;22,1] 210 51 (24,3) NE [ NE NE] 2,87 [2,07; 4,03] <0, 0001*
Unbekannt 129 69 (53,5) 14,7 [ 3,8; Ng| 130 28 (21,5) NE [ NE NE] 3,32 [2,17; 5, 24] <0, 0001*
I nteraktion p-Wert 0, 4912

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 15 (51,7) 17,7 [ 5,1; Ng 22 5 (22,7) NE [ NE NE] 2,43 [0,94; 7,48] 0, 0672
Ni cht - HRRm 330 167 (50,6) 18,3 [ 8, 3;25, 8] 327 69 (21,1) NE [ NE NE] 3,05 [2,31; 4,06] <0, 0001*
Unbekannt 39 26 (66,7) 7,4 [ 1,8;25,8] 47 18 (38,3) 23,0 [13,9; Ng| 2,39 [1,32; 4,44] 0, 0040*
I nteraktion p-Wert 0, 7320

ECOG PS zu Basel i ne

0 286 143 (50,0) 18,3 [10,2;33,1] 272 52 (19,1) NE [ NE NE] 3,31 [2,43; 4,59] <0, 0001*
1 112 65 (58,0) 8,3 [ 3,7;22,1] 124 40 (32,3) 34,1 [22,7; Ng] 2,33 [1,58; 3,48] <0, 0001*
I nteraktion p-Wert 0, 1747

PSA zu Basel i ne

Unt er nedi anem 196 101 (51,5) 18,4 [ 9, 3;33,1] 199 42 (21,1) NE [ NE NE| 3,12 [2,19; 4,51] <0, 0001~
PSA- Basel i newert

Uber medi anem 200 105 (52,5) 14,7 [ 6,3;23,1] 196 49 (25,0) NE [ NE NE| 2,63 [1,88; 3,72] <0, 0001~
PSA- Basel i newert

I nteraktion p-Wert 0, 5007

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.7 PROpel : Summary of subgroup analysis of time to UE SOC:. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 153 (54,4) 10,2 [ 6,5;18,5] 274 74 (27,0) NE [ NE NE] 2,60 [1,98; 3,45] <0, 0001*
Af roaneri kani sch 14 9 (64,3) 4,6 [ 0,5; Ng 11 2 (18,2 NE [ NE NE] 5,11 [1,32; 33,51] 0, 0165*
Asi ati sch 66 28 (42,4) NE [ NE NE] 72 7(97) NE [ NE NE] 4,97 [2,30; 12,36] <0, 0001*
Ander e 15 9 (60,0) 12,5 [ 1,2; Ng 9 3 (33,3) 34,1 [ 55, Ng 2,83 [0, 84; 12,77] 0, 0943
I nteraktion p-Wert 0, 3981

Schner zen zu basel i ne
Synpt omat i sch 103 50 (48,5) 16,9 [ 4,7; Ng 80 22 (27,5) NE [ NE NE| 2,14 [1,31; 3,60] 0, 0020~
7,5

Asynpt omati sch/m | d 266 143 (53,8) 16,5 [ 7,5;23,1] 294 65 (22,1) NE [ NE NE] 3,08 [2,31; 4,16] <0, 0001*
synpt omati sch
I nteraktion p-Wert 0, 2255

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.8 PROpel : Summary of subgroup analysis of time to UE PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 99 (46,5) 23,1 [14,7; Ng 226 38 (16,8) NE [ NE NE] 3,45 [2,40; 5,08] <0, 0001*
Vi szeral 66 29 (43,9) 30,4 [ 6,3; Ng 72 17 (23,6) NE [ NE NE] 2,10 [1,17; 3,91] 0, 0129*
ander e 119 61 (51,3) 14,8 [ 5,1; Ng 98 14 (14,3) NE [ NE NE] 4,77 [2,75; 8,88] <0, 0001*
I nteraktion p-Wert 0, 1526
Docet axel - Behandl ung des nHSPC
Ja 90 31 (34,4) NE [ NE NE] 90 16 (17,8) NE [ NE NE] 2,11 [1,17; 3,95] 0, 0126*
Nei n 308 158 (51,3) 17,5 [ 7,4;25,8] 306 53 (17,3) NE [ NE NE] 3,89 [2,87; 5, 35] <0, 0001*
I nteraktion p-Wert 0, 0844
Al ter bei Randomi si erung
<65 Jahre 130 47 (36,2) NE [ NE NE] 97 18 (18,6) NE [ NE NE] 2,04 [1,21; 3,61] 0, 0071*
>=65 Jahre 268 142 (53,0) 10,2 [ 6, 3;22,1] 299 51 (17,1) NE [ NE NE] 4,27 [3,12; 5,94] <0, 0001*
I nteraktion p-Wert 0, 0264*
Regi on
Asi en 91 37 (40,7) NE [ NE NE] 104 10 ( 9,6) NE [ NE NE] 4,85 [2,51; 10, 31] <0, 0001*
Eur opa 177 87 (49,2) 15,6 [ 8,3; Ng| 171 35 (20,5) NE [ NE NE] 3,16 [2,16; 4,75] <0, 0001*
Nor d- und Suedaneri ka 130 65 (50,0) 22,1 [ 7,5; Ng 121 24 (19,8) NE [ NE NE] 3,16 [2,01; 5, 14] <0, 0001*
I nteraktion p-Wert 0, 5269

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 39 (39,8) 33,1 [17,7; Ng 100 15 (15,0) NE [ NE NE| 3,07 [1,73; 5,75] <0, 0001~
Ni cht - HRRm 268 133 (49,6) 18,4 | 2;  Nf] 267 47 (17,6) NE [ NE NE| 3,59 [2,59; 5,06] <0, 0001~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.8 PROpel : Summary of subgroup analysis of time to UE PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 17 (53,1) 8,3 [ 2,3; Ng 29 7 (24,1) NE [ NE NE] 3,09 [1,33; 7,98] 0, 0080*
I nteraktion p-Wert 0, 8796

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 25 (40,3) 33,1 [17,5; Ng 56 10 (17,9) NE [ NE NE] 2,41 [1,19; 5,25] 0, 0138*
Ni cht - HRRm 207 101 (48,8) 18,4 [ 8,3; Ng 210 40 (19,0) NE [ NE NE] 3,26 [2,28; 4,76] <0, 0001*
Unbekannt 129 63 (48,8) 18,5 [ 4,6; Ng 130 19 (14,6) NE [ NE NE] 4, 45 [2,72; 7,64] <0, 0001*
I nteraktion p-Wert 0, 3744

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 15 (51,7) 17,7 [ 5,1; Ng 22 4 (18,2) NE [ NE NE] 3,06 [1,11; 10, 74] 0, 0295*
Ni cht - HRRm 330 150 (45,5) 24,1 [16,5; Ng 327 53 (16,2) NE [ NE NE] 3,53 [2,60; 4,87] <0, 0001*
Unbekannt 39 24 (61,5) 7,4 [ 1,8; Ng 47 12 (25,5) NE [ NE NE] 3, 26 [1,66; 6,74] 0, 0005*
I nteraktion p-Wert 0, 9553

ECOG PS zu Basel i ne

0 286 127 (44,4) 33,1 [17,5; Ng 272 36 (13,2) NE [ NE NE] 4,19 [2,93; 6,16] <0, 0001*
1 112 62 (55,4) 9,2 [ 4,4;25,8] 124 33 (26,6) 34,1 [30,3; NE] 2,69 [1,78; 4,16] <0, 0001*
I nteraktion p-Wert 0, 1233

PSA zu Basel i ne

Unt er nedi anem 196 92 (46,9) 26,9 [14,7; Nf 199 30 (15,1) NE [ NE NE| 3,96 [2,66; 6,08] <0, 0001~
PSA- Basel i newert

Uber medi anem 200 95 (47,5) 18,5 [ 9,2; Ng 196 38 (19, 4) NE [ NE NE| 3,02 [2,09; 4,46] <0, 0001~
PSA- Basel i newert

I nteraktion p-Wert 0, 3428

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.8 PROpel : Summary of subgroup analysis of time to UE PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 140 (49,8) 18,4 [ 9,2;26,9] 274 57 (20, 8) NE [ NE NE] 3,03 [2,24; 4,15] <0, 0001*
Af roaneri kani sch 14 8 (57,1) 4,6 [ 0,5; Ng 11 2 (18,2 NE [ NE NE] 4, 36 [1,09; 28, 86] 0, 0363*
Asi ati sch 66 26 (39,4) NE [ NE NE] 72 6 ( 8,3) NE [ NE NE] 5,41 [2,38; 14,54] <0, 0001*
Ander e 15 6 (40,0) NE [ NE NE] 9 3 (33,3) 34,1 [ 55, Ng 1,68 [0, 44; 7,97] 0, 4517
I nteraktion p-Wert 0, 4676
Schnerzen zu basel i ne
Synpt omat i sch 103 45 (43,7) 30,4 [ 8,3; Ng 80 18 (22,5) NE [ NE NE] 2,33 [1,38; 4,13] 0, 0014*
Asynpt omati sch/m | d 266 132 (49,6) 18,5 [10,2; Ng 294 50 (17,0) NE [ NE NE] 3, 67 [2,67; 5,12] <0, 0001*
synpt omati sch
I nteraktion p-Wert 0,1714

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.9 PROpel: Summary of subgroup analysis of time to UE PT: Leukopenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 8 ( 3,8) NE [ NE NE] 226 1(0,4) NE [ NE NE] NC [NC] NC
Vi szeral 66 1( 1,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 2 (1,7 NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 0 NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 11 ( 3,6) NE [ NE NE] 306 1(0,3) NE [ NE NE] 10,72 [2,09; 195, 96] 0, 0021*
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 2 (1,5 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 9 ( 3,4 NE [ NE NE] 299 1(0,3) NE [ NE NE] 10,12 [1,90; 186, 55] 0, 0039*
I nteraktion p-Wert NC
Regi on
Asi en 91 0 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 4 ( 2,3) NE [ NE NE] 171 1( 0,6) NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 7 ( 54 NE [ NE  NE] 121 0 NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 1( 1,0 NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 8 ( 3,0 NE [ NE NE] 267 1(0,4) NE [ NE NE] NC [NC] NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeaai 05DEC2022:09: 12 khcs324

Olaparib (Lynparza®) Seite 286 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 2 von 3

Table 3.5.9 PROpel: Summary of subgroup analysis of time to UE PT: Leukopenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 1( 1,6) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 5 ( 2,4 NE [ NE NE] 210 0 NE [ NE NE] NC [NC] NC
Unbekannt 129 5 ( 3,9 NE [ NE NE] 130 1(0,8) NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen
HRRm 29 0 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 9 ( 2,7 NE [ NE NE] 327 1(0,3) NE [ NE NE] 8,81 [1, 65; 162, 38] 0, 0073*
Unbekannt 39 2 (51 NE [ NE NE] 47 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
ECOG PS zu Basel i ne
0 286 7 (2,4 NE [ NE NE] 272 1(0,4) NE [ NE NE] NC [NC] NC
1 112 4 ( 3,6) NE [ NE NE] 124 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
PSA zu Basel i ne
Unt er nmedi anem 196 5 ( 2,6) NE [ NE NE] 199 1(0,5) NE [ NE NE] NC [NC] NC
PSA- Basel i newert
Uber medi anem 200 6 ( 3,0 NE [ NE NE] 196 0 NE [ NE NE] NC [NC] NC
PSA- Basel i newert
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.9 PROpel: Summary of subgroup analysis of time to UE PT: Leukopenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 10 ( 3,6) NE [ NE NE] 274 1(0,4) NE [ NE NE] 9,63 [1, 84; 176, 66] 0, 0042*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 5 ( 4,9 NE [ NE NE] 80 0 NE [ NE NE] NC [NC] NC
Asynpt omati sch/m | d 266 4 ( 1,5) NE [ NE NE] 294 1(0,3) NE [ NE NE] NC [NC] NC
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.10 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Lynphopenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 17 ( 8,0) NE [ NE NE] 226 4 (1,8) NE [ NE NE] 4,43 [1, 64; 15, 40] 0, 0024*
Vi szeral 66 3 ( 4,5 NE [ NE NE] 72 2 (2,8 NE [ NE NE] 1,44 [0, 24; 10, 96] 0, 6848
ander e 119 4 ( 3,4) NE [ NE NE] 98 1( 1,0 NE [ NE NE] 2,99 [0, 44; 58,52] 0, 2813
I nteraktion p-Wert 0, 5882
Docet axel - Behandl ung des nHSPC
Ja 90 8 ( 8,9 NE [ NE NE] 90 1( 1,1 NE [ NE NE] 7,82 [ 1, 43; 145, 05] 0, 0141*
Nei n 308 16 ( 5,2) NE [ NE NE] 306 6 ( 2,0 NE [ NE NE] 2,49 [1,02; 6,95] 0, 0439*
I nteraktion p-Wert 0, 2833
Al ter bei Randomi si erung
<65 Jahre 130 7 (54 NE [ NE NE] 97 2 (2,1 NE [ NE NE] 2,30 [0, 56; 15,47] 0, 2657
>=65 Jahre 268 17 ( 6,3) NE [ NE NE] 299 5 (1,7 NE [ NE NE] 3,73 [1,47;, 11, 34] 0, 0045*
I nteraktion p-Wert 0, 6198
Regi on
Asi en 91 0 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 12 ( 6,8) NE [ NE NE] 171 4 ( 2,3) NE [ NE NE] 2,77 [0,97; 9,93] 0, 0584
Nor d- und Suedaneri ka 130 12 ( 9,2) NE [ NE NE] 121 3 ( 2,5 NE [ NE NE] 3,74 [1,19; 16, 43] 0, 0225*
I nteraktion p-Wert 0, 7285
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 4 ( 4,1) NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 19 ( 7,1) NE [ NE NE] 267 7 ( 2,6) NE [ NE NE] 2,63 [1,16; 6,74] 0, 0203*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.10 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Lynphopenie
Saf ety Anal ysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 1( 3,1 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 2 (3,2 NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 13 ( 6,3) NE [ NE NE] 210 3 (1,4 NE [ NE NE] 4,35 [1,40; 18,98] 0, 0092*
Unbekannt 129 9 ( 7,0 NE [ NE NE] 130 4 ( 3,1) NE [ NE NE] 2,12 [0,69; 7,82] 0, 1949
I nteraktion p-Wert 0, 4093
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 0 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 18 ( 5,5) NE [ NE NE] 327 6 ( 1,8) NE [ NE NE] 2,86 [1,20; 7,90] 0, 0167*
Unbekannt 39 6 (15,4) NE [ NE NE] 47 1( 21 NE [ NE NE] 7,07 [1, 21; 133, 45] 0, 0281*
I nteraktion p-Wert 0,4129
ECOG PS zu Basel i ne
0 286 15 ( 5,2) NE [ NE NE] 272 5 ( 1,8) NE [ NE NE] 2,75 [1,06; 8,45] 0, 0361*
1 112 9 ( 8,0 NE [ NE NE] 124 2 ( 1,6) NE [ NE NE] 4,60 [1,18; 30, 21] 0, 0259*
I nteraktion p-Wert 0, 5747
PSA zu Basel i ne
Unt er nmedi anem 196 14 ( 7,1) NE [ NE NE] 199 4 ( 2,0) NE [ NE NE] 3,42 [1,23; 12,06] 0, 0175*
PSA- Basel i newert
Uber medi anem 200 10 ( 5,0) NE [ NE NE] 196 3 (1,5 NE [ NE NE] 3,05 [0,93; 13,63] 0, 0658
PSA- Basel i newert
I nteraktion p-Wert 0, 8969

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all
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ties.

results from nodel
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had >=10 events,
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Table 3.5.10 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Lynphopenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 19 ( 6,8) NE [ NE NE] 274 7 ( 2,6) NE [ NE NE] 2,55 [1,12; 6,53] 0, 0250*
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 4 (26,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 8 ( 7,8) NE [ NE NE] 80 3 ( 3,8 NE [ NE NE] 1,99 [0,58; 9,11] 0, 2865
Asynpt omati sch/m | d 266 13 ( 4,9) NE [ NE NE] 294 2 (0,7 NE [ NE NE] 6, 61 [1,82; 42,25] 0, 0025*
synpt omati sch
I nteraktion p-Wert 0, 2335

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.11 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Neutropenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 9 ( 4,2 NE [ NE NE] 226 3 (1,3 NE [ NE NE] 3,12 [0,93; 14,07] 0, 0660
Vi szeral 66 3 ( 4,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 8 ( 6,7) NE [ NE NE] 98 1( 1,0 NE [ NE NE] 6, 36 [1,17; 117, 94] 0, 0301*
I nteraktion p-Wert 0, 5557
Docet axel - Behandl ung des nHSPC
Ja 90 3 ( 3,3 NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 17 ( 5,5) NE [ NE NE] 306 4 ( 1,3) NE [ NE NE] 4,08 [1,51; 14,18] 0, 0044*
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 4 ( 3,1) NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 16 ( 6,0) NE [ NE NE] 299 4 ( 1,3) NE [ NE NE] 4,43 [1,62; 15,47] 0, 0027*
I nteraktion p-Wert NC
Regi on
Asi en 91 2 (22 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 11 ( 6,2) NE [ NE NE] 171 2 (1,2 NE [ NE NE] 5,25 [1,41; 33,94] 0,0111*
Nor d- und Suedaneri ka 130 7 (54 NE [ NE NE] 121 2 (1,7 NE [ NE NE] 3,30 [0,80; 22,15] 0, 1032
I nteraktion p-Wert 0, 6763
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 7(71) NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 12 ( 4,5) NE [ NE NE] 267 4 (1,5) NE [ NE NE] 2,98 [1,04; 10, 64] 0, 0425*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Neut r openi e

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

Unbekannt 32 1( 3,1 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 10 ( 4,8) NE [ NE NE] 210 2 (1,0 NE [ NE NE] 5,20 [1,37; 33,87] 0, 0132*

Unbekannt 129 6 (4,7 NE [ NE NE] 130 2 (1,5) NE [ NE NE] 2,86 [0, 66; 19,53] 0, 1673

I nteraktion p-Wert 0, 5959
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen

HRRm 29 1( 3,4) NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 17 ( 5,2) NE [ NE NE] 327 3(0,9 NE [ NE NE] 5,56 [1,87; 23,83] 0, 0012*

Unbekannt 39 2 (51 NE [ NE NE] 47 1( 21 NE [ NE NE] 2,28 [0,22; 49, 05] 0, 4869

I nteraktion p-Wert 0, 5313
ECOG PS zu Basel i ne

0 286 14 ( 4,9) NE [ NE NE] 272 1(0,4) NE [ NE NE] 13,16 [2,65; 238, 38] 0, 0004*

1 112 6 ( 54 NE [ NE NE] 124 3( 2,4 NE [ NE NE] 2,11 [0,56; 10,03] 0, 2750

I nteraktion p-Wert 0, 1154
PSA zu Basel i ne

Unt er nmedi anem 196 8 ( 4,1) NE [ NE NE] 199 2 (1,0 NE [ NE NE] 3,99 [0, 998; 0, 0503
PSA- Basel i newert 26, 41]

Uber medi anem 200 12 ( 6,0) NE [ NE NE] 196 2 (1,0 NE [ NE NE] 571 [1,56; 36,69] 0, 0064*
PSA- Basel i newert

I nteraktion p-Wert 0, 7440

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all
i ncludi ng treatnent,

ties.

results from nodel
insufficient data were dropped and,
had >=10 events,

| evel
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Table 3.5.11 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Neutropenie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 20 ( 7,1) NE [ NE NE] 274 3 (1,1 NE [ NE NE] 6,41 [2,20; 27,23] 0, 0003*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC

Schner zen zu basel i ne

Synpt omat i sch 103 8 ( 7,8) NE [ NE NE] 80 2 ( 2,5) NE [ NE NE] 3,08 [0,77; 20, 40] 0, 1173

Asynpt omati sch/m | d 266 10 ( 3,8) NE [ NE NE] 294 2 (0,7 NE [ NE NE] 5,24 [1,38; 34,12] 0, 0128*
synpt omati sch

I nteraktion p-Wert 0, 6315

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.12 PROpel:

Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

DCO 14VAR2022

Summary of subgroup analysis of time to UE SOC. Erkrankungen des Gastrointestinaltrakts
Saf ety Anal ysis Set,

Stand: 13.01.2023

Seite 1 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne

Nur Knochen 213 134 (62,9) 8,3 [ 3,5;13,3] 226 110 (48,7) 22,2 [15,2;33,9] 1,59 [1,24; 2,05] 0, 0003*

Vi szeral 66 31 (47,0) 14,9 [ 3,4; Ng 72 35 (48,6) 13,2 [ 7,8; Ng 0, 96 [0,59; 1,56] 0, 8761

ander e 119 77 (64,7) 3,6 [ 1,7;13,8] 98 50 (51,0) 12,9 [ 6,3; Ng 1,48 [1,04; 2,12] 0, 0307*

I nteraktion p-Wert 0, 1902
Docet axel - Behandl ung des nHSPC

Ja 90 57 (63,3) 3,7 [ 1,8;16,5] 90 46 (51,1) 12,6 [ 7,5;33,9] 1, 45 [0,98; 2,14] 0, 0616

Nei n 308 185 (60,1) 8,1 [ 4,0;13,3] 306 149 (48,7) 17,6 [13,2;24,1] 1, 45 [1,17; 1,81] 0, 0006*

I nteraktion p-Wert 0, 9808
Al ter bei Randomi si erung

<65 Jahre 130 87 (66,9) 4,8 [ 1,9;13,3] 97 52 (53,6) 16,2 [ 7,8;24,1] 1,48 [1,05; 2,10] 0, 0231*

>=65 Jahre 268 155 (57,8) 9,6 [ 4,0;14,9] 299 143 (47,8) 19,8 [12,9;28, 2] 1,41 [1,12; 1,77] 0, 0030*

I nteraktion p-Wert 0, 8185
Regi on

Asi en 91 57 (62,6) 8,3 [ 2,0;13,8] 104 61 (58,7) 12,7 [ 7,8;21,7] 1,21 [0,84; 1,73] 0, 3066

Eur opa 177 103 (58,2) 11,0 [ 3,7;17,8] 171 81 (47,4) 18,4 [ 9,2; Ng 1, 36 [1,01; 1,82] 0, 0394*

Nor d- und Suedaneri ka 130 82 (63,1) 3,6 [ 1,5;14,8] 121 53 (43,8) 24,1 [15,2; Ng] 1,91 [1,35; 2,71] 0, 0002*

I nteraktion p-Wert 0, 1629
HRRm St at us basi erend auf ei nem ct DNA- Test

HRRm 98 57 (58,2) 13,3 [ 2,8;22,2] 100 50 (50,0) 12,7 [ 7,5; Ng] 1,14 [0,78; 1,67] 0, 5113

Ni cht - HRRm 268 162 (60,4) 7,9 [ 3,5;13,0] 267 131 (49,1) 19,2 [13,2;24,9] 1,51 [1,20; 1,90] 0, 0004*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.12 PROpel : Sunmary of subgroup analysis of time to UE SOC. Erkrankungen des Gastrointestinaltrakts
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 23 (71,9 1,0 [ 0,7;10,6] 29 14 (48,3) 33,9 [ 5,2; Ng 2,20 [1,14; 4,38] 0, 0180*
I nteraktion p-Wert 0, 1987

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 38 (61,3) 13,0 [ 5,6;22,38] 56 28 (50,0) 21,7 [ 7,8; Ng 1,18 [0,73; 1,94] 0,5101

Ni cht - HRRm 207 124 (59,9) 6,4 [ 2,6;14,9] 210 112 (53,3) 12,9 [ 9,2;19,8] 1, 36 [1,05; 1,75] 0, 0192~

Unbekannt 129 80 (62,0) 7,2 [ 2,4;12,7] 130 55 (42,3) 24,9 [17,6; Ng| 1,83 [1,30; 2,59] 0, 0005~

I nteraktion p-Wert 0, 2600
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 15 (51,7) 27,0 [ 1,4; Ng 22 13 (59,1) 5,1 [ 1,2; Ng 0, 63 [0, 30; 1,35] 0, 2306

Ni cht - HRRm 330 198 (60,0) 7,9 [ 3,7;12,7] 327 157 (48,0) 19,8 [14,2;24,9] 1,52 [1,23; 1,88] <0, 0001~

Unbekannt 39 29 (74,4) 2,4 0,7;18,8] 47 25 (53,2) 11,2 [ 7,1; Ng 1,68 [0,99; 2,89] 0, 0566

I nteraktion p-Wert 0, 0796
ECOG PS zu Basel i ne

0 286 171 (59,8) 10,7 [ 4,9;15,5] 272 133 (48,9) 19,2 [13,2;28,2] 1, 44 [1,15; 1,80] 0, 0017~

1 112 71 (63,4) 3,4 [ 1,5;10,3] 124 62 (50,0) 14,0 [10,7; 24, 8] 1,52 [1,08; 2,14] 0, 0157~

I nteraktion p-Wert 0, 7808
PSA zu Basel i ne

Unt er nedi anem 196 127 (64,8) 9,9 [ 3,4;13,3] 199 105 (52,8) 17,6 [12,7; 25, 6] 1,50 [1,16; 1,94] 0, 0022~
PSA- Basel i newert

Uber medi anem 200 113 (56,5) 7,9 [ 2,8;18,2] 196 90 (45,9) 17,6 [10,7;24,9] 1, 39 [1,05; 1,83] 0, 0206*
PSA- Basel i newert

I nteraktion p-Wert 0, 6899

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.12 PROpel:

Summary of subgroup analysis of time to UE SOC. Erkrankungen des Gastrointestinaltrakts
Saf ety Anal ysis Set,

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

DCO 14VAR2022

Stand: 13.01.2023

Seite 3 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 177 (63,0) 7,2 [ 2,8;12,7] 274 128 (46,7) 20,2 [12,9; Ng 1,63 [1,30; 2,05] <0, 0001*
Af roaneri kani sch 14 8 (57,1) 10,6 [ 2,3; Ng 11 7 (63,6) 10,0 [ 1,1; Ng] 0, 85 [0,30; 2,42] 0, 7494
Asi ati sch 66 36 (54,5) 13,0 [ 4,3; Ng 72 38 (52,8) 15,2 [10,9; 25, 6] 1,14 [0,72; 1,80] 0, 5694
Ander e 15 8 (53,3) 12,0 [ 0,1; Ng 9 6 (66,7) 11,9 [ 0,0; NEg] 0, 80 [0,28; 2,44] 0, 6883
I nteraktion p-Wert 0, 2306
Schrer zen zu basel i ne
Synpt omat i sch 103 65 (63,1) 5,6 [ 1,9;11,5] 80 46 (57,5) 11,4 [ 6,2;20,7] 1,30 [0,90; 1,91] 0, 1660
Asynpt omati sch/m | d 266 161 (60,5) 11,0 [ 4,8;16,1] 294 141 (48,0) 18,4 [12,9;33,9] 1, 46 [1,16; 1,83] 0, 0011*
synpt omati sch
I nteraktion p-Wert 0, 6207

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.13 PROpel : Sunmary of subgroup analysis of time to UE PT: Diarrhoe
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 39 (18,3) NE [ NE NE] 226 21 ( 9,3) NE [ NE NE] 1,97 [1,17; 3,41] 0, 0101*
Vi szeral 66 12 (18,2) NE [ NE NE] 72 7(97) NE [ NE NE] 1,70 [0, 68; 4,56] 0, 2585
ander e 119 24 (20,2) NE [ NE NE] 98 11 (11,2) NE [ NE NE] 1,75 [0,88; 3,72] 0, 1137
I nteraktion p-Wert 0, 9455
Docet axel - Behandl ung des nHSPC
Ja 90 18 (20,0) NE [ NE NE] 90 12 (13,3) NE [ NE NE] 1,42 [0,69; 3,04] 0, 3387
Nei n 308 57 (18,5) NE [ NE NE] 306 27 ( 8,8) NE [ NE NE] 2,08 [1,33; 3,34] 0, 0012*
I nteraktion p-Wert 0, 3925
Al ter bei Randomi si erung
<65 Jahre 130 23 (17,7) NE [ NE NE] 97 10 (10,3) NE [ NE NE] 1,56 [0,76; 3,44] 0, 2266
>=65 Jahre 268 52 (19,4) NE [ NE NE] 299 29 ( 9,7) NE [ NE NE] 2,04 [1,30; 3,24] 0, 0017*
I nteraktion p-Wert 0, 5558
Regi on
Asi en 91 16 (17,6) NE [ NE NE] 104 11 (10, 6) NE [ NE NE] 1,50 [0,70; 3,34] 0, 2937
Eur opa 177 37 (20,9) NE [ NE NE] 171 15 ( 8,8) NE [ NE NE] 2,41 [1,35; 4,53] 0, 0026*
Nor d- und Suedaneri ka 130 22 (16,9) NE [ NE NE] 121 13 (10,7) NE [ NE NE] 1,58 [0,81; 3,23] 0, 1828
I nteraktion p-Wert 0, 5387

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 11 (11, 2) NE [ NE NE| 100 12 (12,0) NE [ NE NE| 0,81 [0, 35; 1,85] 0,6191
Ni cht - HRRm 268 57 (21,3) NE [ NE NE| 267 24 (1 9,0) NE [ NE NE| 2,40 [1,51; 3,93] 0, 0002~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.13 PROpel : Sunmary of subgroup analysis of time to UE PT: Diarrhoe
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 7 (21,9) 32,8 [ NE Ng 29 3 (10, 3) NE [ NE NE] 2,30 [0, 64; 10, 68] 0, 2074
I nteraktion p-Wert 0, 0785

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 8 (12,9) NE [ NE NE] 56 6 (10,7) NE [ NE NE] 1,01 [0,35; 3,06] 0, 9895
Ni cht - HRRm 207 41 (19,8) NE [ NE NE] 210 24 (11,4) NE [ NE NE] 1,79 [1,09; 3,01] 0, 0209*
Unbekannt 129 26 (20,2) NE [ NE NE] 130 9 ( 6,9 NE [ NE NE] 2,86 [1,39; 6,46] 0, 0037*
I nteraktion p-Wert 0, 2784

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 6 (20,7) NE [ NE NE] 22 2 (91 NE [ NE NE] 1,67 [0,38; 11,38] 0, 5158
Ni cht - HRRm 330 62 (18,8) NE [ NE NE] 327 34 (10, 4) NE [ NE NE] 1,83 [1,21; 2,80] 0, 0039*
Unbekannt 39 7 (17,9) NE [ NE NE] 47 3( 6,4 NE [ NE NE] 2,60 [0,72; 12,05] 0, 1472
I nteraktion p-Wert 0, 8747

ECOG PS zu Basel i ne

0 286 58 (20, 3) NE [ NE NE] 272 34 (12,5) NE [ NE NE] 1,62 [1,07; 2,50] 0, 0227*
1 112 17 (15,2) NE [ NE NE] 124 5 ( 4,0 NE [ NE NE] 3, 56 [1,41; 10, 84] 0, 0062*
I nteraktion p-Wert 0, 1372

PSA zu Basel i ne

Unt er nedi anem 196 43 (21,9) NE [ NE NE| 199 22 (11,1) NE [ NE NE| 2,01 [1,22; 3,43] 0, 0060~
PSA- Basel i newert

Uber medi anem 200 32 (16,0) NE [ NE NE| 196 17 ( 8,7) NE [ NE NE| 1,75 [0,98; 3,22] 0, 0567
PSA- Basel i newert

I nteraktion p-Wert 0, 7247

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.13 PROpel : Sunmary of subgroup analysis of time to UE PT: Diarrhoe
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 54 (19,2) NE [ NE NE] 274 27 ( 9,9) NE [ NE NE] 1,93 [1,22; 3,10] 0, 0043*
Af roaneri kani sch 14 2 (14,3) NE [ NE NE] 11 2 (18,2 NE [ NE NE] 0,76 [0,09; 6,33] 0, 7836
Asi ati sch 66 10 (15,2) NE [ NE NE] 72 6 ( 8,3) NE [ NE NE] 1,69 [0,63; 4,97] 0, 3021
Ander e 15 1(6,7) NE [ NE NE] 9 2 (22,2) NE [ NE NE] 0, 31 [0,01; 3,26] 0, 3234
I nteraktion p-Wert 0, 3955
Schnerzen zu basel i ne
Synpt omat i sch 103 14 (13,6) NE [ NE NE] 80 6 ( 7,5) NE [ NE NE] 1,77 [0,71; 4,99] 0, 2282
Asynpt omati sch/m | d 266 55 (20,7) NE [ NE NE] 294 32 (10,9) NE [ NE NE] 1,84 [1,19; 2,87] 0, 0054*
synpt omati sch
I nteraktion p-Wert 0, 9434

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.14 PROpel : Sunmary of subgroup analysis of time to UE PT: Stomatitis
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 7 ( 3,3) NE [ NE NE] 226 1(0,4) NE [ NE NE] NC [NC] NC
Vi szeral 66 1( 1,5 NE [ NE NE] 72 1( 1,4 NE [ NE NE] NC [NC] NC
ander e 119 2 (1,7 NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 2 (2,2 NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 8 ( 2,6) NE [ NE NE] 306 2 (0,7 NE [ NE NE] 3,79 [0,95; 25,10] 0, 0601
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 4 ( 3,1) NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 6 ( 2,2 NE [ NE NE] 299 2 (0,7 NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 4 ( 4,4) NE [ NE NE] 104 1( 1,0 NE [ NE NE] NC [NC] NC
Eur opa 177 4 ( 2,3) NE [ NE NE] 171 0 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 2 ( 1,5) NE [ NE  NE] 121 1(0,8) NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 4 ( 4,1) NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 6 ( 2,2 NE [ NE NE] 267 1(0,4) NE [ NE NE] NC [NC] NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.14 PROpel : Sunmary of subgroup analysis of time to UE PT: Stomatitis
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 0 NE [ NE NE] 29 1( 3,4) NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 5 ( 8,1) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 4 (1,9) NE [ NE NE] 210 2 (1,0 NE [ NE NE] NC [NC] NC
Unbekannt 129 1(0,8) NE [ NE NE] 130 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen
HRRm 29 2 (6,9 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 7 (2,1 NE [ NE NE] 327 1(0,3) NE [ NE NE] NC [NC] NC
Unbekannt 39 1( 2,6) NE [ NE NE] 47 1( 21 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
ECOG PS zu Basel i ne
0 286 8 ( 2,8) NE [ NE NE] 272 1(0,4) NE [ NE NE] NC [NC] NC
1 112 2 (1,8) NE [ NE NE] 124 1(0,8) NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
PSA zu Basel i ne
Unt er nmedi anem 196 7 ( 3,6) NE [ NE NE] 199 1(0,5) NE [ NE NE] NC [NC] NC
PSA- Basel i newert
Uber medi anem 200 3 (1,5 NE [ NE NE] 196 1(0,5) NE [ NE NE] NC [NC] NC
PSA- Basel i newert
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.14 PROpel : Sunmary of subgroup analysis of time to UE PT: Stomatitis
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 3 (1,1 NE [ NE NE] 274 1(0,4) NE [ NE NE] NC [NC] NC
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 4 ( 6,1) NE [ NE NE] 72 1( 1,4 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 3 (29 NE [ NE NE] 80 0 NE [ NE NE] NC [NC] NC
Asynpt omati sch/m | d 266 6 ( 2,3) NE [ NE NE] 294 2 (0,7 NE [ NE NE] NC [NC] NC
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.15 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Uebel kei t
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 67 (31,5) NE [ NE NE] 226 32 (14,2) NE [ NE NE] 2,57 [1,70; 3,97] <0, 0001*
Vi szeral 66 13 (19,7) NE [ NE NE] 72 11 (15,3) NE [ NE NE] 1,29 [0,58; 2,94] 0, 5338
ander e 119 38 (31,9) NE [ NE NE] 98 12 (12,2) NE [ NE NE] 2,80 [1,51; 5,60] 0, 0008*
I nteraktion p-Wert 0, 2799
Docet axel - Behandl ung des nHSPC
Ja 90 32 (35,6) NE [ NE NE] 90 15 (16,7) NE [ NE NE] 2,43 [1,34; 4,61] 0, 0032*
Nei n 308 86 (27,9) NE [ NE NE] 306 40 (13,1) NE [ NE NE] 2,35 [1,63; 3,46] <0, 0001*
I nteraktion p-Wert 0, 9293
Al ter bei Randomi si erung
<65 Jahre 130 44 (33,8) NE [ NE NE] 97 12 (12,4) NE [ NE NE] 3,03 [1,66; 6,01] 0, 0002*
>=65 Jahre 268 74 (27,6) NE [ NE NE] 299 43 (14, 4) NE [ NE NE] 2,13 [1,47; 3,12] <0, 0001*
I nteraktion p-Wert 0, 3400
Regi on
Asi en 91 26 (28,6) NE [ NE NE] 104 14 (13,5) NE [ NE NE] 2,25 [1,19; 4,43] 0, 0119*
Eur opa 177 43 (24,3) NE [ NE NE] 171 22 (12,9) NE [ NE NE] 1,99 [1,21; 3,39] 0, 0068*
Nor d- und Suedaneri ka 130 49 (37,7) NE [ NE NE] 121 19 (15,7) NE [ NE NE] 2,95 [1,77; 5, 14] <0, 0001*
I nteraktion p-Wert 0, 5688

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 29 (29, 6) NE [ NE NE| 100 10 (10,0) NE [ NE NE| 3,04 [1,53; 6,56] 0, 0012~
Ni cht - HRRm 268 77 (28,7) NE [ NE NE| 267 41 (15, 4) NE [ NE NE| 2,10 [1,44; 3,09] <0, 0001~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.15 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Uebel kei t
Saf ety Anal ysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 12 (37,5) NE [ NE NE] 29 4 (13,8) NE [ NE NE] 3, 53 [1,23; 12,62] 0, 0182*
I nteraktion p-Wert 0, 5024
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 16 (25,8) NE [ NE NE] 56 7 (12,5) NE [ NE NE] 2,01 [0, 86; 5,22] 0, 1109
Ni cht - HRRm 207 58 (28,0) NE [ NE NE] 210 35 (16,7) NE [ NE NE] 1,91 [1,26; 2,93] 0, 0021*
Unbekannt 129 44 (34,1) NE [ NE NE] 130 13 (10,0) NE [ NE NE] 3,89 [2,16; 7,52] <0, 0001*
I nteraktion p-Wert 0, 1489
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 5 (17, 2) NE [ NE NE] 22 3 (13,6) NE [ NE NE] 1,00 [0,25; 4,88] 0, 9992
Ni cht - HRRm 330 99 (30,0) NE [ NE NE] 327 45 (13,8) NE [ NE NE] 2,47 [1,75; 3,54] <0, 0001*
Unbekannt 39 14 (35,9) NE [ NE NE] 47 7 (14,9) NE [ NE NE] 2,84 [1,18; 7,50] 0, 0192*
I nteraktion p-Wert 0, 4822
ECOG PS zu Basel i ne
0 286 82 (28,7) NE [ NE NE] 272 36 (13,2) NE [ NE NE] 2,41 [1,64; 3,60] <0, 0001*
1 112 36 (32,1) NE [ NE NE] 124 19 (15,3) NE [ NE NE] 2,34 [1,36; 4,15] 0, 0021*
I nteraktion p-Wert 0, 9305
PSA zu Basel i ne
Unt er nmedi anem 196 65 (33,2) NE [ NE NE] 199 29 (14,6) NE [ NE NE] 2,60 [1,70; 4,09] <0, 0001*
PSA- Basel i newert
Uber medi anem 200 51 (25,5) NE [ NE NE] 196 26 (13,3) NE [ NE NE] 2,06 [1,30; 3,35] 0, 0021*
PSA- Basel i newert
I nteraktion p-Wert 0, 4762

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.15 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Uebel kei t
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 89 (31,7) NE [ NE NE] 274 45 (16, 4) NE [ NE NE] 2,14 [1,50; 3,08] <0, 0001*
Af r oamer i kani sch 14 4 (28,6) NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 13 (19,7) NE [ NE NE] 72 6 ( 8,3) NE [ NE NE] 2,42 [0,96; 6,90] 0, 0622
Ander e 15 3 (20,0) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 8110
Schnerzen zu basel i ne
Synpt omat i sch 103 35 (34,0) NE [ NE NE] 80 12 (15,0) NE [ NE NE] 2,54 [1,36; 5,11] 0, 0030*
Asynpt omati sch/m | d 266 75 (28,2) NE [ NE NE] 294 42 (14,3) NE [ NE NE] 2,14 [1,48; 3,15] <0, 0001*
synpt omati sch
I nteraktion p-Wert 0, 6553

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.16 PROpel : Sunmary of subgroup analysis of time to UE SOC. Erkrankungen des Nervensystens
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 76 (35,7) NE [ NE NE] 226 63 (27,9) NE [ NE NE] 1, 36 [0,98; 1,91] 0, 0693
Vi szeral 66 17 (25,8) NE [ NE NE] 72 16 (22,2) NE [ NE NE] 1,16 [0,58; 2,32] 0, 6681
ander e 119 49 (41,2) 25,0 [14,9; Ng] 98 29 (29,6) NE [ NE NE] 1, 46 [0,93; 2,33] 0, 1048
I nteraktion p-Wert 0, 8652
Docet axel - Behandl ung des nHSPC
Ja 90 39 (43,3) 23,0 [11,2; Ng 90 30 (33,3) NE [ NE NE] 1,35 [0,84; 2,19] 0, 2173
Nei n 308 103 (33,4) NE [ NE NE] 306 78 (25,5) NE [ NE NE] 1,39 [1,04; 1,87] 0, 0282*
I nteraktion p-Wert 0, 9188
Al ter bei Randomi si erung
<65 Jahre 130 48 (36,9) NE [ NE NE] 97 28 (28,9) NE [ NE NE] 1,25 [0,79; 2,02] 0, 3459
>=65 Jahre 268 94 (35,1) NE [ NE NE] 299 80 (26,8) NE [ NE NE] 1,42 [1,05; 1,92] 0, 0209*
I nteraktion p-Wert 0, 6505
Regi on
Asi en 91 31 (34,1) NE [ NE NE] 104 23 (22,1) NE [ NE NE] 1,53 [0,89; 2,65] 0, 1204
Eur opa 177 55 (31,1) NE [ NE NE] 171 53 (31,0) NE [ NE NE] 0, 97 [0,67; 1,42] 0, 8941
Nor d- und Suedaneri ka 130 56 (43,1) 24,3 [15,8; Ng] 121 32 (26,4) NE [ NE NE] 1,98 [1,29; 3,10] 0, 0016*
I nteraktion p-Wert 0, 0468*

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 36 (36,7) NE [ NE NE| 100 25 (25,0) NE [ NE NE| 1, 38 [0,83; 2,32] 0, 2180
Ni cht - HRRm 268 95 (35,4) NE [ NE NE| 267 73 (27,3) NE [ NE NE| 1,42 [1,05; 1,94] 0, 0224~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.16 PROpel : Sunmary of subgroup analysis of time to UE SOC. Erkrankungen des Nervensystens
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 11 (34,4) NE [ NE NE] 29 10 (34,5) NE [ NE NE] 1, 05 [0, 44; 2,52] 0, 9110
I nteraktion p-Wert 0, 8067

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 23 (37,1) NE [ NE NE] 56 14 (25,0) NE [ NE NE] 1,42 [0,74; 2,84] 0, 2908
Ni cht - HRRm 207 71 (34,3) NE [ NE NE] 210 54 (25,7) NE [ NE NE] 1,47 [1,04; 2,11] 0, 0311*
Unbekannt 129 48 (37,2) NE [ NE NE] 130 40 (30,8) NE [ NE NE] 1,24 [0,81; 1,89] 0, 3200
I nteraktion p-Wert 0, 8185

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 6 (20,7) NE [ NE NE] 22 4 (18,2) NE [ NE NE] 0, 82 [0, 24; 3,22] 0, 7650
Ni cht - HRRm 330 121 (36,7) NE [ NE NE] 327 90 (27,5) NE [ NE NE] 1,44 [1,10; 1,90] 0, 0081*
Unbekannt 39 15 (38,5) NE [ NE NE] 47 14 (29,8) NE [ NE NE] 1,41 [0,68; 2,95] 0, 3556
I nteraktion p-Wert 0, 7086

ECOG PS zu Basel i ne

0 286 105 (36,7) NE [ NE NE] 272 75 (27,6) NE [ NE NE] 1,44 [1,08; 1,95] 0, 0143~
1 112 37 (33,0) NE [ NE NE] 124 33 (26, 6) NE [ NE NE] 1,22 [0,77; 1,97] 0, 3975
I nteraktion p-Wert 0, 5601

PSA zu Basel i ne

Unt er nedi anem 196 79 (40, 3) NE [ NE NE| 199 55 (27,6) NE [ NE NE| 1, 60 [1,14; 2,27] 0, 0067~
PSA- Basel i newert

Uber medi anem 200 62 (31,0) NE [ NE NE| 196 52 (26,5) NE [ NE NE| 1,17 [0,81; 1,70] 0, 3998
PSA- Basel i newert

I nteraktion p-Wert 0, 2231

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.16 PROpel : Sunmary of subgroup analysis of time to UE SOC. Erkrankungen des Nervensystens
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 100 (35,6) NE [ NE NE] 274 77 (28,1) NE [ NE NE] 1,34 [0,99; 1,80] 0, 0554
Af roaneri kani sch 14 5 (35,7) 24,3 [11,2; Ng] 11 1(91) NE [ NE NE] 4, 39 [0,71; 84,18] 0, 1199
Asi ati sch 66 17 (25,8) NE [ NE NE] 72 16 (22,2) NE [ NE NE] 1,10 [0,55; 2,19] 0, 7924
Ander e 15 7 (46,7) NE [ NE NE] 9 3 (33,3) NE [ NE NE] 2,23 [0,62; 10,33] 0, 2267
I nteraktion p-Wert 0, 4969
Schnerzen zu basel i ne
Synpt omat i sch 103 37 (35,9) 23,0 [20,9; NEg] 80 23 (28,8) NE [ NE NE] 1,30 [0, 78; 2,21] 0, 3250
Asynpt omati sch/m | d 266 94 (35,3) NE [ NE NE] 294 77 (26,2) NE [ NE NE] 1,39 [1,03; 1,88] 0, 0335*
synpt omati sch
I nteraktion p-Wert 0, 8279

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.17 PROpel : Sunmary of subgroup analysis of time to UE PT: Dysgeusie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 12 ( 5,6) NE [ NE NE] 226 3 (1,3 NE [ NE NE] 4,30 [1,37; 18, 86] 0,0111*
Vi szeral 66 4 ( 6,1) NE [ NE NE] 72 3( 4,2 NE [ NE NE] 1,44 [0,32; 7,30] 0, 6319
ander e 119 8 ( 6,7) NE [ NE NE] 98 1( 1,0 NE [ NE NE] 6, 62 [1,21;122,79] 0, 0261*
I nteraktion p-Wert 0, 4086
Docet axel - Behandl ung des nHSPC
Ja 90 5 ( 5,6) NE [ NE NE] 90 1( 1,1 NE [ NE NE] 5,11 [0,82; 97,85] 0, 0834
Nei n 308 19 ( 6,2) NE [ NE NE] 306 6 ( 2,0 NE [ NE NE] 3,16 [1,34; 8,68] 0, 0078*
I nteraktion p-Wert 0, 6761
Al ter bei Randomi si erung
<65 Jahre 130 7 (54 NE [ NE NE] 97 2 (2,1 NE [ NE NE] 2,56 [0,62; 17,21] 0, 2055
>=65 Jahre 268 17 ( 6,3) NE [ NE NE] 299 5 (1,7 NE [ NE NE] 3,87 [1,53; 11,77] 0, 0034*
I nteraktion p-Wert 0, 6707
Regi on
Asi en 91 3 ( 3,3 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 14 ( 7,9) NE [ NE NE] 171 5( 2,9 NE [ NE NE] 2,73 [1,04; 8,45] 0, 0402*
Nor d- und Suedaneri ka 130 7 (54 NE [ NE NE] 121 2 (1,7 NE [ NE NE] 3,33 [0,81; 22,36] 0, 1002
I nteraktion p-Wert 0, 8334

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 6 ( 6,1) NE [ NE NE| 100 0 NE [ NE NE| NC [ NC] NC
Ni cht - HRRm 268 14 ( 5,2) NE [ NE NE| 267 7 ( 2,6) NE [ NE NE| 2,01 [0, 83; 5,29] 0, 1215

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.17 PROpel : Sunmary of subgroup analysis of time to UE PT: Dysgeusie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 4 (12,5) NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 6 (9,7 NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 11 ( 5,3) NE [ NE NE] 210 5 ( 2,4 NE [ NE NE] 2,28 [0,83; 7,23] 0, 1127
Unbekannt 129 7 (54 NE [ NE NE] 130 2 (1,5) NE [ NE NE] 3,48 [0, 84; 23, 34] 0, 0880
I nteraktion p-Wert 0, 6564

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 2 (6,9 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 20 ( 6,1) NE [ NE NE] 327 7 (21 NE [ NE NE] 2,87 [1,27; 7,31] 0, 0104*
Unbekannt 39 2 (51 NE [ NE NE] 47 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC

ECOG PS zu Basel i ne

0 286 16 ( 5,6) NE [ NE NE] 272 5 ( 1,8) NE [ NE NE] 3, 07 [1,20; 9,40] 0, 0177~
1 112 8 ( 7,1) NE [ NE NE] 124 2 ( 1,6) NE [ NE NE] 4, 47 [1,12; 29,62] 0, 0329*
I nteraktion p-Wert 0, 6868

PSA zu Basel i ne

Unt er nedi anem 196 15 ( 7,7) NE [ NE NE| 199 4 ( 2,0) NE [ NE NE| 3, 88 [1,41; 13,61] 0, 0074~
PSA- Basel i newert

Uber medi anem 200 9 ( 4,5) NE [ NE NE| 196 3 (1,5) NE [ NE NE| 2,94 [0, 88; 13,23] 0, 0827
PSA- Basel i newert

I nteraktion p-Wert 0, 7502

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.17 PROpel : Sunmary of subgroup analysis of time to UE PT: Dysgeusie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 16 ( 5,7) NE [ NE NE] 274 4 ( 1,5) NE [ NE NE] 3,93 [1,44; 13,73] 0, 0062*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 2 ( 3,0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 7 ( 6,8) NE [ NE NE] 80 1( 1,3 NE [ NE NE] 5,63 [1, 002; 0, 0497*
105, 31]
Asynpt omati sch/m | d 266 15 ( 5,6) NE [ NE NE] 294 6 ( 2,0 NE [ NE NE] 2,74 [1,11; 7,68] 0, 0276*
synpt omati sch
I nteraktion p-Wert 0, 5158

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.18 PROpel : Sunmary of subgroup analysis of time to UE PT: Schwi ndel gef uehl
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 21 ( 9,9) NE [ NE NE] 226 13 ( 5,8) NE [ NE NE] 1,74 [0,88; 3,57] 0, 1103
Vi szeral 66 9 (13,6) NE [ NE NE] 72 6 ( 8,3) NE [ NE NE] 1,58 [0,57; 4,72] 0, 3780
ander e 119 15 (12,6) NE [ NE NE] 98 6 ( 6,1) NE [ NE NE] 2,02 [0,82; 5,68] 0, 1280
I nteraktion p-Wert 0, 9395
Docet axel - Behandl ung des nHSPC
Ja 90 11 (12,2) NE [ NE NE] 90 3 ( 3,3 NE [ NE NE] 3,72 [1,16; 16, 44] 0, 0258*
Nei n 308 34 (11,0) NE [ NE NE] 306 22 ( 7,2) NE [ NE NE] 1,53 [0,90; 2,66] 0, 1141
I nteraktion p-Wert 0, 1863
Al ter bei Randomi si erung
<65 Jahre 130 15 (11,5) NE [ NE NE] 97 3 ( 3,1 NE [ NE NE] 3,69 [1,22; 15,95] 0, 0189*
>=65 Jahre 268 30 (11,2) NE [ NE NE] 299 22 ( 7,4) NE [ NE NE] 1,53 [0,89; 2,69] 0, 1244
I nteraktion p-Wert 0,1774
Regi on
Asi en 91 8 ( 8,8) NE [ NE NE] 104 7 (6,7 NE [ NE NE] 1,23 [0, 44; 3,52] 0, 6833
Eur opa 177 14 ( 7,9) NE [ NE NE] 171 8 ( 4,7) NE [ NE NE] 1, 66 [0,71; 4,16] 0, 2440
Nor d- und Suedaneri ka 130 23 (17,7) NE [ NE NE] 121 10 ( 8,3) NE [ NE NE] 2,30 [1,13; 5,06] 0, 0217*
I nteraktion p-Wert 0, 6101

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 9 (9,2 NE [ NE NE| 100 7 ( 7,0) NE [ NE NE| 1,23 [0, 46; 3,43] 0, 6841
Ni cht - HRRm 268 32 (11,9) NE [ NE NE| 267 15 ( 5,6) NE [ NE NE| 2,17 [1,20; 4,12] 0, 0102~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.18 PROpel : Sunmary of subgroup analysis of time to UE PT: Schwi ndel gef uehl
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 4 (12,5) NE [ NE NE] 29 3 (10, 3) NE [ NE NE] 1,27 [0, 28; 6,44] 0, 7549
I nteraktion p-Wert 0, 5659

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE| 56 5( 8,9) NE [ NE NE| 0, 65 [0, 16; 2,47] 0, 5225

Ni cht - HRRm 207 22 (10, 6) NE [ NE NE| 210 13 ( 6,2) NE [ NE NE| 1,76 [0,90; 3,59] 0, 1002

Unbekannt 129 19 (14,7) NE [ NE NE| 130 7 ( 5,4) NE [ NE NE| 2,78 [1,22; 7,11] 0, 0140~

I nteraktion p-Wert 0, 1916
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 0 NE [ NE NE| 22 1( 4,5 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 42 (12,7) NE [ NE NE| 327 19 ( 5,8) NE [ NE NE| 2,24 [1,32; 3,94] 0, 0024~

Unbekannt 39 3(7,7) NE [ NE NE| 47 5 (10, 6) NE [ NE NE| 0,70 [0, 14; 2,87] 0, 6264

I nteraktion p-Wert 0, 1299
ECOG PS zu Basel i ne

0 286 28 ( 9,8) NE [ NE NE| 272 13 ( 4,8) NE [ NE NE| 2,08 [1,10; 4, 14] 0, 0243~

1 112 17 (15, 2) NE [ NE NE| 124 12 ( 9,7) NE [ NE NE| 1,54 [0, 74; 3,31] 0, 2459

I nteraktion p-Wert 0, 5572
PSA zu Basel i ne

Unt er nedi anem 196 21 (10,7) NE [ NE NE| 199 13 ( 6,5) NE [ NE NE| 1, 64 [0, 83; 3,35] 0, 1575
PSA- Basel i newert

Uber medi anem 200 24 (12,0) NE [ NE NE| 196 12 ( 6,1) NE [ NE NE| 1,98 [1,01; 4,10] 0, 0469*
PSA- Basel i newert

I nteraktion p-Wert 0, 7022

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.18 PROpel : Sunmary of subgroup analysis of time to UE PT: Schwi ndel gef uehl

Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 36 (12,8) NE [ NE NE] 274 16 ( 5,8) NE [ NE NE] 2,22 [1,25; 4,11] 0, 0057*
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 2 ( 3,0 NE [ NE NE] 72 7(97) NE [ NE NE] 0, 28 [0,04; 1,17] 0, 0836
Ander e 15 4 (26,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 0077*
Schrer zen zu basel i ne
Synpt omat i sch 103 12 (11,7) NE [ NE NE] 80 9 (11, 3) NE [ NE NE] 1,01 [0,43; 2,47] 0, 9841
Asynpt omati sch/m | d 266 28 (10,5) NE [ NE NE] 294 14 ( 4,8) NE [ NE NE] 2,17 [1,16; 4,24] 0, 0147~
synpt omati sch
I nteraktion p-Wert 0, 1662

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas
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subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

Includes AEs with

MedDRA version 24.0.
NE = not estinmable as median (or 95% CLs) not

reached.
Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.

gt t esubaeaar 05DEC2022: 09: 12 khcs324
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Table 3.5.19 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Pal pitationen
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 5 ( 2,3 NE [ NE NE] 226 2 (0,9 NE [ NE NE] NC [NC] NC
Vi szeral 66 1( 1,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 5 ( 4,2 NE [ NE NE] 98 1( 1,0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 2 (2,2 NE [ NE NE] 90 1( 1,1 NE [ NE NE] 1,88 [0,18; 40, 43] 0, 5964
Nei n 308 9 ( 2,9 NE [ NE NE] 306 2 (0,7 NE [ NE NE] 4,26 [1,10; 27,97] 0, 0351*
I nteraktion p-Wert 0, 5816
Al ter bei Randomi si erung
<65 Jahre 130 4 ( 3,1) NE [ NE NE] 97 1( 1,0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 7 ( 2,6) NE [ NE NE] 299 2 (0,7 NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 1( 1,1 NE [ NE NE] 104 2 (1,9 NE [ NE NE] NC [NC] NC
Eur opa 177 7 ( 4,0 NE [ NE NE] 171 0 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 3( 2,3 NE [ NE  NE] 121 1(0,8) NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 2 (2,0 NE [ NE NE] 100 1( 1,0 NE [ NE NE] 1,76 [0,17; 37,91] 0, 6359
Ni cht - HRRm 268 8 ( 3,0 NE [ NE NE] 267 2 (0,7 NE [ NE NE] 3, 87 [0,97; 25, 64] 0, 0559

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.19 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Pal pitationen
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 1( 3,1 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 5970

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 1(1,6) NE [ NE NE| 56 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 207 5 ( 2,4) NE [ NE NE| 210 3 (1,4 NE [ NE NE| NC [ NC] NC
Unbekannt 129 5( 3,9) NE [ NE NE| 130 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 1( 3,4) NE [ NE NE| 22 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 9 ( 2,7) NE [ NE NE| 327 3(0,9) NE [ NE NE| 2,86 [0, 85; 12,90] 0, 0910
Unbekannt 39 1( 2,6) NE [ NE NE| 47 0 NE [ NE NE| NC [ NC]

56

I nteraktion p-Wert

ECOG PS zu Basel i ne

0 286 8 ( 2,8) NE [ NE NE] 272 2 (0,7 NE [ NE NE] 3, 69 [0,92; 24,42] 0, 0661

1 112 3 (27 NE [ NE NE] 124 1(0,8) NE [ NE NE] 3,04 [0,39; 61,43] 0, 3010

I nteraktion p-Wert 0, 8908
PSA zu Basel i ne

Unt er nmedi anem 196 6 ( 3,1) NE [ NE NE] 199 3 (1,5 NE [ NE NE] NC [NC] NC
PSA- Basel i newert

Uber medi anem 200 5 ( 2,5) NE [ NE NE] 196 0 NE [ NE NE] NC [NC] NC
PSA- Basel i newert

I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.19 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Pal pitationen
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 6 ( 2,1) NE [ NE NE] 274 1(0,4) NE [ NE NE] NC [NC] NC
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 1( 1,5 NE [ NE NE] 72 2 (2,8 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 4 ( 3,9) NE [ NE NE] 80 0 NE [ NE NE] NC [NC] NC

Asynpt omati sch/m | d 266 7 ( 2,6) NE [ NE NE] 294 3 (1,0 NE [ NE NE] 2,34 [0, 65; 10, 90] 0, 1977
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.20 PROpel : Summary of subgroup analysis of tinme to UE PT: Gastroenteritis
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 9 ( 4,2 NE [ NE NE] 226 2 (0,9 NE [ NE NE] 4,71 [1,21; 30,91] 0, 0234*
Vi szeral 66 1( 1,5 NE [ NE NE] 72 1( 1,4 NE [ NE NE] 0, 94 [0, 04; 23,70] 0, 9639
ander e 119 1(0,8) NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 3263
Docet axel - Behandl ung des nHSPC
Ja 90 3 ( 3,3 NE [ NE NE] 90 1( 1,1 NE [ NE NE] 2,89 [0,37; 58, 36] 0, 3246
Nei n 308 8 ( 2,6) NE [ NE NE] 306 2 (0,7 NE [ NE NE] 3,77 [0,94; 24,96] 0, 0614
I nteraktion p-Wert 0, 8506
Al ter bei Randomi si erung
<65 Jahre 130 7 (54 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 4 ( 1,5) NE [ NE NE] 299 3 (1,0 NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 1( 1,1 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 5 ( 2,8) NE [ NE NE] 171 2 (1,2 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 5( 3,8) NE [ NE  NE] 121 1(0,8) NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 0 NE [ NE NE] 100 2 (2,0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 11 ( 4,1) NE [ NE NE] 267 1(0,4) NE [ NE NE] 10,60 [2,06;193, 64] 0, 0022*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Summary of subgroup analysis of time to UE PT: Gastroenteritis
Safety Anal ysis Set,

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

Unbekannt 32 0 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 0 NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 6 (2,9 NE [ NE NE] 210 1(0,5) NE [ NE NE] NC [NC] NC

Unbekannt 129 5 ( 3,9 NE [ NE NE] 130 2 (1,5) NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen

HRRm 29 0 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 9 ( 2,7 NE [ NE NE] 327 3(0,9 NE [ NE NE] 2,86 [0,85; 12,89] 0, 0911

Unbekannt 39 2 (51 NE [ NE NE] 47 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
ECOG PS zu Basel i ne

0 286 7 (2,4 NE [ NE NE] 272 3 (1,1 NE [ NE NE] 2,11 [0,59; 9,82] 0, 2586

1 112 4 ( 3,6) NE [ NE NE] 124 0 NE [ NE NE] NC [NC] NC

I nteraktion p-Wert NC
PSA zu Basel i ne

Unt er nmedi anem 196 9 ( 4,6) NE [ NE NE] 199 2 (1,0 NE [ NE NE] 4,40 [1,13; 28,86] 0, 0309*
PSA- Basel i newert

Uber medi anem 200 2 (1,0 NE [ NE NE] 196 1(0,5) NE [ NE NE] 1,85 [0,18; 39,83] 0, 6052
PSA- Basel i newert

I nteraktion p-Wert 0, 5609

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all
i ncludi ng treatnent,

ties.

resul ts from nodel

subgroup | evel s,

insufficient data were dropped and,

| evel
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had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

both treatnents,
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
gt t esubaeaat 05DEC2022: 09: 12 khcs324

1 subgroup |evel,
treatment by subgroup interaction.
interaction nodel re-fitted. If

results from nodel

f or

NE = not estinmable as median (or 95% CLs) not

>0 events for
For subgroups with >2 |evels,
interacti on nodel
1 level

I ncl udes AEs with
MedDRA versi on 24.0.
reached.

Ef ron nethod for handling
subgroup | evel s/ treatments,
levels with
conditions not nmet but 1
i ncluding treatment only.

al |
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Tabl e 3.5.20 PROpel : Summary of subgroup analysis of tinme to UE PT: Gastroenteritis

Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 6 ( 2,1) NE [ NE NE| 274 2 (0,7) NE [ NE NE| NC [ NC] NC
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 0 NE [ NE NE| 72 0 NE [ NE NE| NC [ NC] NC
Ander e 15 1(6,7 NE [ NE NE| 9 0 NE [ NE NE| NC [ NC] NC
I nteraktion p-Wert NC
Schner zen zu basel i ne
Synpt omat i sch 103 3(2,9) NE [ NE NE| 80 0 NE [ NE NE| NC [ NC] NC
Asynpt omati sch/mi | d 266 7 ( 2,6) NE [ NE NE| 294 3 (1,0 NE [ NE NE| 2,34 [0, 65; 10, 88] 0, 1981
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas
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subgroup | evel s,
subgr oup,
if appropriate,
and >0 events for

>=10 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

Includes AEs with

MedDRA versi on 24.0.

NE = not estinable as nedian (or 95% CLs) not reached.
Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel conditions not nmet but 1

results fromnodel for 1 |evel

levels with

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.21 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Arthralgie
Saf ety Anal ysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 38 (17,8) NE [ NE NE] 226 44 (19,5) NE [ NE NE] 0, 87 [0,56; 1,34] 0, 5144
Vi szeral 66 6 (9,1) NE [ NE NE] 72 11 (15,3) NE [ NE NE] 0, 52 [0,18; 1,38] 0, 1929
ander e 119 12 (10,1) NE [ NE NE] 98 20 (20,4) NE [ NE NE] 0,41 [0,19; O,82] 0, 0121*
I nteraktion p-Wert 0, 1756
Docet axel - Behandl ung des nHSPC
Ja 90 17 (18,9) NE [ NE NE] 90 23 (25,6) NE [ NE NE] 0, 69 [0,36; 1,29] 0, 2512
Nei n 308 39 (12,7) NE [ NE NE] 306 52 (17,0) NE [ NE NE] 0, 67 [0,44; 1,01] 0, 0549
I nteraktion p-Wert 0,9173
Al ter bei Randomi si erung
<65 Jahre 130 21 (16,2) NE [ NE NE] 97 19 (19,6) NE [ NE NE] 0, 69 [0,37; 1,29] 0, 2367
>=65 Jahre 268 35 (13,1) NE [ NE NE] 299 56 (18,7) NE [ NE NE] 0, 66 [0, 43; 0,996] 0, 0479*
I nteraktion p-Wert 0, 9094
Regi on
Asi en 91 8 ( 8,8) NE [ NE NE] 104 10 ( 9,6) NE [ NE NE] 0,75 [0,29; 1,91] 0, 5503
Eur opa 177 25 (14,1) NE [ NE NE] 171 27 (15,8) NE [ NE NE] 0, 81 [0,47; 1,39] 0, 4390
Nor d- und Suedaneri ka 130 23 (17,7) 35,4 [35,4; Ng] 121 38 (31,4) NE [ NE NE] 0, 54 [0,32; 0,90] 0, 0184*
I nteraktion p-Wert 0, 5613
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 16 (16, 3) NE [ NE NE] 100 19 (19,0) NE [ NE NE] 0, 74 [0,37; 1,43] 0, 3638
Ni cht - HRRm 268 37 (13,8) NE [ NE NE] 267 50 (18,7) NE [ NE NE] 0, 68 [0,44; 1,03] 0, 0699

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeaau 05DEC2022: 09: 12 khcs324

Olaparib (Lynparza®) Seite 322 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G

O apari b PROpel, Nutzenbewertung nach AVMNOG

Stand: 13.01.2023

Seite 2 von 3

Table 3.5.21 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Arthralgie
Saf ety Anal ysis Set, DCO 14MAR2022
O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 3 (94 NE [ NE NE] 29 6 (20,7) NE [ NE NE] 0, 43 [0,09; 1,64] 0, 2194
I nteraktion p-Wert 0, 7870
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 10 (16,1) NE [ NE NE] 56 10 (17,9) NE [ NE NE] 0,79 [0,32; 1,92] 0, 5954
Ni cht - HRRm 207 25 (12,1) NE [ NE NE] 210 32 (15,2) NE [ NE NE] 0,75 [0, 44; 1,27] 0, 2881
Unbekannt 129 21 (16,3) NE [ NE NE] 130 33 (25,4) NE [ NE NE] 0, 54 [0,31; 0,93] 0, 0271*
I nteraktion p-Wert 0, 6410
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 2 (6,9 NE [ NE NE] 22 3 (13,6) NE [ NE NE] 0, 35 [0,05; 2,09] 0, 2400
Ni cht - HRRm 330 45 (13,6) NE [ NE NE] 327 59 (18,0) NE [ NE NE] 0,70 [0,47; 1,03] 0, 0712
Unbekannt 39 9 (23,1) NE [ NE NE] 47 13 (27,7) NE [ NE NE] 0, 74 [0,31; 1,73] 0, 4936
I nteraktion p-Wert 0, 7330
ECOG PS zu Basel i ne
0 286 35 (12,2) NE [ NE NE] 272 45 (16,5) NE [ NE NE] 0, 68 [0,43; 1,05] 0, 0831
1 112 21 (18,8) NE [ NE NE] 124 30 (24,2) 33,7 [33,7; Ng] 0, 69 [0,39; 1,19] 0, 1830
I nteraktion p-Wert 0, 9736
PSA zu Basel i ne
Unt er nmedi anem 196 26 (13,3) NE [ NE NE] 199 39 (19, 6) NE [ NE NE] 0, 62 [0,37; 1,005] 0, 0522
PSA- Basel i newert
Uber medi anem 200 30 (15,0) NE [ NE NE] 196 36 (18,4) NE [ NE NE] 0,73 [0,45; 1,19] 0, 2108
PSA- Basel i newert
I nteraktion p-Wert 0, 6162

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.
ties. If >=10 patients for all subgroup levels, >=10 events for 1 subgroup |level, >0 events for all
results from nodel including treatnment, subgroup, treatment by subgroup interaction.
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 |evel

* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.21 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Arthralgie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 44 (15,7) NE [ NE NE] 274 68 (24,8) NE [ NE NE] 0, 56 [0,38; 0,82] 0, 0028*
Af roaneri kani sch 14 3 (21,4 NE [ NE NE] 11 2 (18,2 NE [ NE NE] 1,14 [0,19; 8,69] 0, 8823
Asi ati sch 66 2 ( 3,0 NE [ NE NE] 72 3( 4,2 NE [ NE NE] 0, 62 [0,08; 3,72] 0, 5915
Ander e 15 3 (20,0) NE [ NE NE] 9 1(11,1) NE [ NE NE] 2,19 [0, 28; 44,20] 0, 4739
I nteraktion p-Wert 0, 5555
Schnerzen zu basel i ne
Synpt omat i sch 103 20 (19,4) NE [ NE NE] 80 23 (28,8) 26,9 [19,5; Ng| 0, 64 [0,35; 1,16] 0, 1430
Asynpt omati sch/m | d 266 32 (12,0) NE [ NE NE] 294 46 (15, 6) NE [ NE NE] 0, 67 [0,42; 1,05] 0, 0777
synpt omati sch
I nteraktion p-Wert 0, 9076

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Summary of subgroup analysis of time to UE PT: Knochenschnerzen
Saf ety Anal ysis Set,

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne

Nur Knochen 213 11 ( 5,2) NE [ NE NE] 226 5 (272 NE [ NE NE] 2,25 [0,82; 7,14] 0, 1188

Vi szeral 66 2 ( 3,0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC

ander e 119 4 ( 3,4) NE [ NE NE] 98 1( 1,0 NE [ NE NE] 2,89 [0, 43; 56, 58] 0, 2976

I nteraktion p-Wert 0, 8364
Docet axel - Behandl ung des nHSPC

Ja 90 6 ( 6,7) NE [ NE NE] 90 2 (22 NE [ NE NE] 2,86 [0, 66; 19,51] 0, 1678

Nei n 308 11 ( 3,6) NE [ NE NE] 306 4 ( 1,3) NE [ NE NE] 2,47 [0, 84; 8,91] 0, 1018

I nteraktion p-Wert 0, 8833
Al ter bei Randomi si erung

<65 Jahre 130 11 ( 8,5) NE [ NE NE] 97 1( 1,0 NE [ NE NE] 7,03 [1,37; 128, 50] 0, 0155*

>=65 Jahre 268 6 ( 2,2 NE [ NE NE] 299 5 (1,7 NE [ NE NE] 1, 27 [0, 38; 4,40] 0, 6958

I nteraktion p-Wert 0,1138
Regi on

Asi en 91 3 ( 3,3 NE [ NE NE] 104 2 (1,9 NE [ NE NE] NC [NC] NC

Eur opa 177 7 ( 4,0 NE [ NE NE] 171 2 (1,2 NE [ NE NE] NC [NC] NC

Nord- und Suedaneri ka 130 7 ( 54 NE [ NE  NE] 121 2 (14,7 NE [ NE  NE] NC [ NC] NC

I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test

HRRm 98 3 ( 3,1 NE [ NE NE] 100 1( 1,0 NE [ NE NE] 2,41 [0,31; 48,70] 0, 4190

Ni cht - HRRm 268 13 ( 4,9) NE [ NE NE] 267 5 (1,9 NE [ NE NE] 2,44 [0,92; 7,61] 0, 0738

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

ties. If >=10 patients for all
results from nobdel including treatnent,
insufficient data were dropped and,

I evel had >=10 events,
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Includes AEs with
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1 level
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* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.22 PROpel : Sunmary of subgroup analysis of time to UE PT: Knochenschnerzen
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 1( 3,1 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 9910

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 2 (3,2 NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 9 ( 4,3) NE [ NE NE] 210 4 (1,9) NE [ NE NE] 2,25 [0,73; 8,31] 0, 1600
Unbekannt 129 6 (4,7 NE [ NE NE] 130 2 (1,5) NE [ NE NE] 2,64 [0, 61; 18,03] 0, 2041
I nteraktion p-Wert 0, 8743

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 1( 3,4) NE [ NE NE| 22 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 15 ( 4,5) NE [ NE NE| 327 4 ( 1,2) NE [ NE NE| 3,49 [1,26; 12,23] 0, 0143~

Unbekannt 39 1( 2,6) NE [ NE NE| 47 2 ( 4,3) NE [ NE NE| 0, 50 [0,02; 5, 26] 0, 5635

I nteraktion p-Wert 0, 1361
ECOG PS zu Basel i ne

0 286 10 ( 3,5) NE [ NE NE| 272 3(1,1) NE [ NE NE| 2,96 [0,91; 13,21] 0, 0739

1 112 7 ( 6,3) NE [ NE NE| 124 3 ( 2,4) NE [ NE NE| 2,26 [0, 63; 10, 49] 0,2192

I nteraktion p-Wert 0, 7756
PSA zu Basel i ne

Unt er nedi anem 196 10 ( 5,1) NE [ NE NE| 199 3 (1,5) NE [ NE NE| 3,17 [0,97; 14, 16] 0, 0565
PSA- Basel i newert

Uber medi anem 200 7 ( 3,5) NE [ NE NE| 196 3 (1,5) NE [ NE NE| 2,03 [0,56; 9,41] 0, 2880
PSA- Basel i newert

I nteraktion p-Wert 0, 6385

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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A apari b PROpel,
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DCO 14NVAR2022

Summary of subgroup analysis of time to UE PT: Knochenschnerzen
Saf ety Anal ysis Set,

Stand: 13.01.2023
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O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 12 ( 4,3) NE [ NE NE] 274 3 (1,1 NE [ NE NE] 3, 58 [1,14; 15,73] 0, 0281*
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 2 ( 3,0 NE [ NE NE] 72 2 (2,8 NE [ NE NE] 0, 94 [0,11; 7,85] 0, 9525
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 2638
Schrer zen zu basel i ne
Synpt omat i sch 103 9 ( 8,7) NE [ NE NE] 80 ( 3,8) NE [ NE NE] 2,18 [0, 65; 9,81] 0, 2181
Asynpt omati sch/m | d 266 8 ( 3,0 NE [ NE NE] 294 3 (1,0 NE [ NE NE] 2,57 [0, 74; 11,75] 0, 1400
synpt omati sch
I nteraktion p-Wert 0, 8602

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel
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i nteraction nodel
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Includes AEs with

MedDRA version 24.0.
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* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.23 PROpel : Sunmary of subgroup analysis of tinme to UE SOC. Stoffwechsel - und Ernaehrungsstoerungen
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 94 (44,1) 24,8 [20,4; Ng 226 67 (29,6) NE [ NE NE] 1,55 [1,14; 2,13] 0, 0056*
Vi szeral 66 23 (34,8) 31,2 [17,5; Ng 72 28 (38,9) 23,7 [ 9,2; Ng 0, 74 [0,42; 1,29] 0, 2891
ander e 119 56 (47,1) 16,6 [11,0; NEg] 98 24 (24,5) NE [ NE NE] 2,11 [1,32; 3,46] 0, 0015*
I nteraktion p-Wert 0, 0159~
Docet axel - Behandl ung des nHSPC
Ja 90 36 (40,0) 26,7 [22,6; Ng 90 29 (32,2) NE [ NE NE] 1,22 [0,75; 2,00] 0, 4302
Nei n 308 137 (44,5) 24,0 [17,5; Ng 306 90 (29,4) NE [ NE NE] 1,57 [1,21; 2,06] 0, 0008*
I nteraktion p-Wert 0, 3701
Al ter bei Randomi si erung
<65 Jahre 130 52 (40,0) 27,6 [22,3; NEg] 97 28 (28,9) NE [ NE NE] 1,24 [0,79; 1,98] 0, 3603
>=65 Jahre 268 121 (45,1) 22,6 [15,7;28,7] 299 91 (30,4) NE [ NE NE] 1,62 [1,24; 2,13] 0, 0005*
I nteraktion p-Wert 0, 3238
Regi on
Asi en 91 33 (36,3) NE [ NE NE] 104 26 (25,0) NE [ NE NE] 1, 40 [0, 84; 2,36] 0, 1973
Eur opa 177 73 (41,2) 27,8 [16,8; NE] 171 45 (26, 3) NE [ NE NE] 1,64 [1,13; 2,39] 0, 0085*
Nor d- und Suedaneri ka 130 67 (51,5) 17,5 [11,9;27,5] 121 48 (39,7) 28,0 [19,4; NE] 1,35 [0,94; 1,97] 0, 1081
I nteraktion p-Wert 0, 7610

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 44 (44,9) 22,6 [13,8; Ng| 100 34 (34,0) NE [ NE NE| 1, 26 [0,81; 1,99] 0, 3023
Ni cht - HRRm 268 114 (42,5) 26,7 [17,5; NE| 267 77 (28, 8) NE [ NE NE| 1,57 [1,18; 2,10] 0, 0020~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.23 PROpel : Sunmary of subgroup analysis of tinme to UE SOC. Stoffwechsel - und Ernaehrungsstoerungen
Safety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 15 (46,9) 24,8 [16,9; Ng| 29 8 (27,6) NE [ NE NE] 1,56 [0, 68; 3,88] 0, 2999
I nteraktion p-Wert 0, 7237

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 31 (50,0) 20,9 [11,9; Ng 56 21 (37,5) NE [ NE NE] 1, 40 [0,81; 2,47] 0, 2297
Ni cht - HRRm 207 95 (45,9) 22,6 [15,6; 27, 6] 210 57 (27,1) NE [ NE NE] 1,83 [1,32; 2,55] 0, 0003*
Unbekannt 129 47 (36,4) NE [ NE NE] 130 41 (31,5) NE [ NE NE] 1,08 [0,71; 1,65] 0, 7064
I nteraktion p-Wert 0, 1550

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 14 (48,3) 19,2 [ 9,1; Ng 22 9 (40,9) 17,5 [ 7,8; Ng 1,05 [0, 46; 2,51] 0,9141
Ni cht - HRRm 330 141 (42,7) 24,8 [20,4; Ng 327 95 (29,1) NE [ NE NE] 1,54 [1,19; 2,00] 0, 0010*
Unbekannt 39 18 (46,2) 28,7 [ 7,4; Ng 47 15 (31,9) NE [ NE NE] 1,38 [0,70; 2,78] 0, 3528
I nteraktion p-Wert 0, 6839

ECOG PS zu Basel i ne

0 286 122 (42,7) 24,8 [21,0; Ng 272 86 (31,6) NE [ NE NE] 1,39 [1,06; 1,83] 0, 0190*
1 112 51 (45,5) 20,9 [13,8; NE] 124 33 (26, 6) NE [ NE NE] 1,77 [1,14; 2,76] 0, 0099*
I nteraktion p-Wert 0, 3614

PSA zu Basel i ne

Unt er nedi anem 196 85 (43,4) 27,5 [22,3; Ng 199 67 (33,7) NE [ NE NE| 1,32 [0,96; 1,83] 0, 0868
PSA- Basel i newert

Uber medi anem 200 87 (43,5) 20,9 [13,8; NEg| 196 51 (26,0) NE [ NE NE| 1,72 [1,22; 2,45] 0, 0017~
PSA- Basel i newert

I nteraktion p-Wert 0, 2710

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.23 PROpel : Sunmary of subgroup analysis of time to UE SOC:. Stof fwechsel -

Safety Anal ysis Set, DCO 14MAR2022

und Er naehrungsst oer ungen

O aparib + Abiraterone Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 125 (44,5) 24,4 [16,6;28,7] 274 85 (31,0) NE [ NE NE] 1, 45 [1,10; 1,92] 0, 0074*
Af roaneri kani sch 14 8 (57,1) 16,9 [ 3,7; Ng 11 4 (36, 4) NE [ NE NE] 1,80 [0,57; 6,75] 0, 3243
Asi ati sch 66 24 (36,4) NE [ NE NE] 72 21 (29,2) NE [ NE NE] 1,22 [0,68; 2,20] 0, 5133
Ander e 15 10 (66,7) 11,9 [ 1,0; NEg] 9 4 (44,4) 21,5 [ 5,5, Ng 2,02 [0,68; 7,37] 0, 2148
I nteraktion p-Wert 0, 8487
Schrer zen zu basel i ne
Synpt omat i sch 103 42 (40,8) 17,5 [13,8; Ng] 80 28 (35,0) 23,7 [17,5; Ng| 1,13 [0,71; 1,84] 0, 6110
Asynpt omati sch/m | d 266 117 (44,0) 26,7 [22,1; Ng 294 81 (27,6) NE [ NE NE] 1,62 [1,23; 2,16] 0, 0007*
synpt omati sch
I nteraktion p-Wert 0, 2060

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.24 PROpel : Sunmary of subgroup analysis of time to UE PT: Appetit verm ndert
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 29 (13,6) NE [ NE NE] 226 14 ( 6,2) NE [ NE NE] 2,18 [1,18; 4,26] 0, 0130*
Vi szeral 66 8 (12,1) NE [ NE NE] 72 8 (11,1) NE [ NE NE] 1,00 [0,37; 2,72] 0, 9980
ander e 119 27 (22,7) NE [ NE NE] 98 6 ( 6,1) NE [ NE NE] 3,79 [1,67; 10,15] 0, 0009*
I nteraktion p-Wert 0, 1332
Docet axel - Behandl ung des nHSPC
Ja 90 13 (14, 4) NE [ NE NE] 90 6 ( 6,7) NE [ NE NE] 2,12 [0, 84; 6,04] 0, 1146
Nei n 308 51 (16,6) NE [ NE NE] 306 22 ( 7,2) NE [ NE NE] 2,30 [1,41; 3,87] 0, 0007*
I nteraktion p-Wert 0, 8844
Al ter bei Randomi si erung
<65 Jahre 130 10 ( 7,7) NE [ NE NE] 97 4 ( 4,1) NE [ NE NE] 1, 65 [0, 55; 6,03] 0, 3813
>=65 Jahre 268 54 (20,1) NE [ NE NE] 299 24 ( 8,0) NE [ NE NE] 2,64 [1,65; 4,34] <0, 0001*
I nteraktion p-Wert 0, 4772
Regi on
Asi en 91 13 (14,3) NE [ NE NE] 104 8 ( 7,7) NE [ NE NE] 1,69 [0,71; 4,27] 0, 2361
Eur opa 177 23 (13,0) NE [ NE NE] 171 10 ( 5,8) NE [ NE NE] 2,19 [1,07; 4,81] 0, 0315*
Nor d- und Suedaneri ka 130 28 (21,5) NE [ NE NE] 121 10 ( 8,3) NE [ NE NE] 2,80 [1,41; 6,06] 0, 0029*
I nteraktion p-Wert 0, 6833

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 17 (17,3) NE [ NE NE| 100 8 ( 8,0) NE [ NE NE| 2,05 [0,91; 5,03] 0, 0834
Ni cht - HRRm 268 45 (16, 8) NE [ NE NE| 267 18 ( 6,7) NE [ NE NE| 2,53 [1,49; 4,49] 0, 0005~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.24 PROpel : Sunmary of subgroup analysis of time to UE PT: Appetit verm ndert
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 2 (6,9 NE [ NE NE] 0, 86 [0,10; 7,18] 0, 8814
I nteraktion p-Wert 0, 5720

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 10 (16,1) NE [ NE NE] 56 4 (7,1) NE [ NE NE] 2,06 [0,69; 7,51] 0, 2026
Ni cht - HRRm 207 35 (16,9) NE [ NE NE] 210 17 ( 8,1) NE [ NE NE] 2,17 [1,23; 3,97] 0, 0067*
Unbekannt 129 19 (14,7) NE [ NE NE] 130 7 (54 NE [ NE NE] 2,64 [1,16; 6,76] 0, 0198*
I nteraktion p-Wert 0, 9190

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 4 (13,8) NE [ NE NE] 22 2 (91 NE [ NE NE] 1,16 [0,23; 8,36] 0, 8640
Ni cht - HRRm 330 55 (16,7) NE [ NE NE] 327 23 ( 7,0) NE [ NE NE] 2,43 [1,51; 4,03] 0, 0002*
Unbekannt 39 5 (12, 8) NE [ NE NE] 47 3( 6,4 NE [ NE NE] 1,83 [0, 45; 8,94] 0, 3986
I nteraktion p-Wert 0, 7011

ECOG PS zu Basel i ne

0 286 39 (13,6) NE [ NE NE] 272 20 ( 7,4) NE [ NE NE] 1, 86 [1,10; 3,25] 0, 0209*
1 112 25 (22,3) NE [ NE NE] 124 8 ( 6,5) NE [ NE NE] 3,41 [1,61; 8,09] 0, 0011*
I nteraktion p-Wert 0, 2067

PSA zu Basel i ne

Unt er nedi anem 196 31 (15,38) NE [ NE NE| 199 14 ( 7,0) NE [ NE NE| 2,27 [1,23; 4,40] 0, 0081~
PSA- Basel i newert

Uber medi anem 200 33 (16,5) NE [ NE NE| 196 14 ( 7,1) NE [ NE NE| 2,25 [1,23; 4, 34] 0, 0080~
PSA- Basel i newert

I nteraktion p-Wert 0, 9835

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Summary of subgroup analysis of tinme to UE PT: Appetit verm ndert
Saf ety Anal ysis Set,

Stand: 13.01.2023

Seite 3 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 47 (16,7) NE [ NE NE] 274 19 ( 6,9) NE [ NE NE] 2,38 [1,42; 4,15] 0, 0008*
Af r oamer i kani sch 14 2 (14,3) NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 7 (10, 6) NE [ NE NE] 72 7(97) NE [ NE NE] 0, 98 [0,34; 2,87] 0, 9755
Ander e 15 4 (26,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 1436
Schrer zen zu basel i ne
Synpt omat i sch 103 11 (10,7) NE [ NE NE] 80 8 (10,0) NE [ NE NE] 1,04 [0,42; 2,68] 0, 9351
Asynpt omati sch/m | d 266 45 (16,9) NE [ NE NE] 294 18 ( 6,1) NE [ NE NE] 2,69 [1,58; 4,76] 0, 0002*
synpt omati sch
I nteraktion p-Wert 0, 0846

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas
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subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

Includes AEs with

MedDRA version 24.0.
NE = not estinmable as median (or 95% CLs) not

reached.
Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.25 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Dehydratation
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 6 ( 2,8) NE [ NE NE] 226 1(0,4) NE [ NE NE] NC [NC] NC
Vi szeral 66 1( 1,5 NE [ NE NE] 72 2 (2,8 NE [ NE NE] NC [NC] NC
ander e 119 5 ( 4,2 NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 2 (2,2 NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 10 ( 3,2) NE [ NE NE] 306 3 (1,0 NE [ NE NE] 3,18 [0,97; 14,19] 0, 0559
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 3( 2,3 NE [ NE NE] 97 1( 1,0 NE [ NE NE] 1,95 [0, 25; 39, 50] 0, 5427
>=65 Jahre 268 9 ( 3,4 NE [ NE NE] 299 2 (0,7 NE [ NE NE] 4,79 [1,23; 31,43] 0, 0218*
I nteraktion p-Wert 0, 5340
Regi on
Asi en 91 1( 1,1 NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 1( 0,6) NE [ NE NE] 171 0 NE [ NE NE] NC [NC] NC
Nor d- und Suedaneri ka 130 10 ( 7,7) NE [ NE NE] 121 3 ( 2,5 NE [ NE NE] 3,04 [0,93; 13,57] 0, 0667
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 4 ( 4,1) NE [ NE NE] 100 1( 1,0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 8 ( 3,0 NE [ NE NE] 267 0 NE [ NE NE] NC [NC] NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.25 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Dehydratation
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 0 NE [ NE NE] 29 2 (6,9 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 1( 1,6) NE [ NE NE] 56 1( 1,8) NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 5 ( 2,4 NE [ NE NE] 210 2 (1,0 NE [ NE NE] NC [NC] NC
Unbekannt 129 6 (4,7 NE [ NE NE] 130 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen
HRRm 29 0 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 12 ( 3,6) NE [ NE NE] 327 2 ( 0,6) NE [ NE NE] 5,62 [1,53; 36,12] 0, 0070*
Unbekannt 39 0 NE [ NE NE] 47 1( 21 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
ECOG PS zu Basel i ne
0 286 10 ( 3,5) NE [ NE NE] 272 1(0,4) NE [ NE NE] 9, 00 [1,72; 165, 06] 0, 0058*
1 112 2 (1,8) NE [ NE NE] 124 2 ( 1,6) NE [ NE NE] 0, 98 [0,12; 8,20] 0, 9867
I nteraktion p-Wert 0, 1100
PSA zu Basel i ne
Unt er nedi anem 196 7 ( 3,6) NE [ NE  NE] 199 0 NE [ NE  NE] NC [ NC] NC
PSA- Basel i newert
Uber medi anem 200 5 ( 2,5) NE [ NE NE] 196 3 (1,5 NE [ NE NE] NC [NC] NC
PSA- Basel i newert
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.25 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Dehydratation
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 9 ( 3,2 NE [ NE NE] 274 3 (1,1 NE [ NE NE] 2,66 [0,79; 12,02] 0, 1168
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 1( 1,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schnerzen zu basel i ne
Synpt omat i sch 103 1( 1,0 NE [ NE NE] 80 0 NE [ NE NE] NC [NC] NC
Asynpt omati sch/m | d 266 8 ( 3,0 NE [ NE NE] 294 2 (0,7 NE [ NE NE] 3,92 [0,98; 26, 01] 0, 0539
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeaay 05DEC2022: 09: 12 khcs324

Olaparib (Lynparza®) Seite 336 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 3

Table 3.5.26 PROpel: Sunmary of subgroup analysis of tinme to UE PT: Hypokal i aenmi e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 17 ( 8,0) NE [ NE NE] 226 9 ( 4,0 NE [ NE NE] 1,94 [0, 88; 4,55] 0, 0999
Vi szeral 66 6 (9,1) NE [ NE NE] 72 4 ( 5,6) NE [ NE NE] 1, 46 [0,42; 5,73] 0, 5507
ander e 119 8 ( 6,7) NE [ NE NE] 98 3 ( 3,1 NE [ NE NE] 2,01 [0,58; 9,17] 0, 2821
I nteraktion p-Wert 0, 9253
Docet axel - Behandl ung des nHSPC
Ja 90 8 ( 8,9 NE [ NE NE] 90 4 ( 4,4) NE [ NE NE] 1,89 [0,60; 7,10] 0, 2835
Nei n 308 23 ( 7,5) NE [ NE NE] 306 12 ( 3,9) NE [ NE NE] 1,80 [0,91; 3,73] 0, 0922
I nteraktion p-Wert 0, 9397
Al ter bei Randomi si erung
<65 Jahre 130 9 ( 6,9 NE [ NE NE] 97 4 ( 4,1) NE [ NE NE] 1,48 [0, 48; 5, 45] 0, 5075
>=65 Jahre 268 22 ( 8,2) NE [ NE NE] 299 12 ( 4,0) NE [ NE NE] 2,00 [1,01; 4,17] 0, 0478*
I nteraktion p-Wert 0, 6678
Regi on
Asi en 91 5 ( 5,5) NE [ NE NE] 104 1( 1,0 NE [ NE NE] 5,03 [0,81; 96, 47] 0, 0866
Eur opa 177 20 (11,3) NE [ NE NE] 171 7( 4,1 NE [ NE NE] 2,63 [1,16; 6,70] 0, 0193+
Nor d- und Suedaneri ka 130 6 ( 4,6) NE [ NE NE] 121 8 ( 6,6) NE [ NE NE] 0, 68 [0,22; 1,96] 0, 4774
I nteraktion p-Wert 0, 0775

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 10 (10,2) NE [ NE NE| 100
Ni cht - HRRm 268 19 ( 7,1) NE [ NE NE| 267

500 NE[ NE NE 1,78 [0,63; 5, 73] 0, 2793
3,4) NE[ NE NE 2,04 [0,095 4, 73] 0, 0693

©o U
—_~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.26 PROpel: Sunmary of subgroup analysis of tinme to UE PT: Hypokal i aenmi e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 2 (6,9 NE [ NE NE] 0, 87 [0,10; 7,26] 0, 8908
I nteraktion p-Wert 0, 7374

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 6 (9,7 NE [ NE NE] 56 1( 1,8) NE [ NE NE] 4,71 [0, 80; 89, 03] 0, 0911
Ni cht - HRRm 207 18 ( 8,7) NE [ NE NE] 210 9 ( 4,3) NE [ NE NE] 2,03 [0,93; 4,73] 0, 0745
Unbekannt 129 7 (54 NE [ NE NE] 130 6 ( 4,6) NE [ NE NE] 1, 06 [0,35; 3,29] 0, 9165
I nteraktion p-Wert 0, 3768

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 3 (10, 3) NE [ NE NE] 22 1( 4,5 NE [ NE NE] 1,70 [0,22; 34,41] 0, 6321
Ni cht - HRRm 330 27 ( 8,2) NE [ NE NE] 327 13 ( 4,0) NE [ NE NE] 1,98 [1,04; 3,95] 0, 0375*
Unbekannt 39 1( 2,6) NE [ NE NE] 47 2 ( 4,3 NE [ NE NE] 0, 56 [0,03; 5,88] 0, 6307
I nteraktion p-Wert 0, 5915

ECOG PS zu Basel i ne

0 286 20 ( 7,0) NE [ NE NE] 272 9 ( 3,3) NE [ NE NE] 2,02 [0,95; 4,67] 0, 0689
1 112 11 ( 9,8) NE [ NE NE] 124 7 ( 5,6) NE [ NE NE] 1, 60 [0,63; 4,36] 0, 3234
I nteraktion p-Wert 0,7114

PSA zu Basel i ne

Unt er nedi anem 196 8 ( 4,1) NE [ NE NE| 199 10 ( 5,0) NE [ NE NE| 0,75 [0,29; 1,91] 0, 5504
PSA- Basel i newert

Uber medi anem 200 23 (11,5) NE [ NE NE| 196 6 ( 3,1) NE [ NE NE| 3,60 [1,56; 9,75] 0, 0020~
PSA- Basel i newert

I nteraktion p-Wert 0, 0147~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Table 3.5.26 PROpel: Sunmary of subgroup analysis of tinme to UE PT: Hypokal i aenmi e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 25 ( 8,9) NE [ NE NE] 274 15 ( 5,5) NE [ NE NE] 1,52 [0,81; 2,95] 0, 1941
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 3 ( 4,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 1(6,7) NE [ NE NE] 9 1(11,1) NE [ NE NE] 0,71 [0,03; 17,85] 0, 8062
I nteraktion p-Wert 0, 6012
Schnerzen zu basel i ne
Synpt omat i sch 103 9 ( 8,7) NE [ NE NE] 80 4 ( 50) NE [ NE NE] 1,67 [0,54; 6,17] 0, 3791
Asynpt omati sch/m | d 266 20 ( 7,5) NE [ NE NE] 294 10 ( 3,4) NE [ NE NE] 2,05 [0,98; 4,56] 0, 0571
synpt omati sch
I nteraktion p-Wert 0, 7790

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeaaz 05DEC2022: 09: 12 khcs324

Olaparib (Lynparza®) Seite 339 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 1 von 3

Tabl e 3.5.27 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Al ani nam notransferase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 10 ( 4,7) NE [ NE NE] 226 16 ( 7,1) NE [ NE NE] 0, 64 [0,28; 1,38] 0, 2542
Vi szeral 66 3 ( 4,5 NE [ NE NE] 72 4 ( 5,6) NE [ NE NE] 0,76 [0,15; 3,45] 0, 7198
ander e 119 1(0,8) NE [ NE NE] 98 8 ( 8,2 NE [ NE NE] 0, 09 [0,01; 0,51] 0, 0036*
I nteraktion p-Wert 0,1119
Docet axel - Behandl ung des nHSPC
Ja 90 2 (2,2 NE [ NE NE] 90 8 ( 8,9 NE [ NE NE] 0, 24 [0, 04; 0,94] 0, 0399*
Nei n 308 12 ( 3,9) NE [ NE NE] 306 20 ( 6,5) NE [ NE NE] 0, 56 [0,27; 1,13] 0, 1067
I nteraktion p-Wert 0, 2950
Al ter bei Randomi si erung
<65 Jahre 130 5 ( 3,8) NE [ NE NE] 97 4 ( 4,1) NE [ NE NE] 0, 87 [0, 23; 3,50] 0, 8304
>=65 Jahre 268 9 ( 3,4 NE [ NE NE] 299 24 ( 8,0) NE [ NE NE] 0, 40 [0,17; 0, 83] 0, 0125*
I nteraktion p-Wert 0, 3126
Regi on
Asi en 91 5 ( 5,5) NE [ NE NE] 104 11 (10, 6) NE [ NE NE] 0, 46 [0,14; 1,25] 0, 1305
Eur opa 177 6 ( 3,4 NE [ NE NE] 171 8 ( 4,7) NE [ NE NE] 0, 69 [0,23; 2,00] 0, 4959
Nor d- und Suedaneri ka 130 3 (2,3 NE [ NE NE] 121 9 ( 7,4 NE [ NE NE] 0, 30 [0,07; 1,01] 0, 0519
I nteraktion p-Wert 0, 6102

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 1( 1,0 NE [ NE NE| 100 10 (10,0) NE [ NE NE| 0, 09 [0,00; O0,47] 0, 0020~
Ni cht - HRRm 268 13 ( 4,9) NE [ NE NE| 267 16 ( 6,0) NE [ NE NE| 0,77 [0,37; 1,61] 0, 4926

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeaba 05DEC2022: 09: 12 khcs324

Olaparib (Lynparza®) Seite 340 von 617



Dossier zur Nutzenbewertung — Modul 4 A — Anhang 4-G Stand: 13.01.2023

O apari b PROpel, Nutzenbewertung nach AVMNOG Seite 2 von 3

Tabl e 3.5.27 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Al ani nam notransferase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 0 NE [ NE NE] 29 2 (6,9 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 0186*

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 1( 1,6) NE [ NE NE] 56 7 (12,5) NE [ NE NE] 0,11 [0,01; 0,62] 0, 0095*
Ni cht - HRRm 207 9 ( 4,3) NE [ NE NE] 210 18 ( 8,6) NE [ NE NE] 0, 48 [0,21; 1,05] 0, 0674
Unbekannt 129 4 ( 3,1) NE [ NE NE] 130 3( 2,3 NE [ NE NE] 1,28 [0,28; 6,52] 0, 7427
I nteraktion p-Wert 0, 1160

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 0 NE [ NE NE] 22 4 (18,2) NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 12 ( 3,6) NE [ NE NE] 327 21 ( 6,4) NE [ NE NE] 0, 54 [0,26; 1,08] 0, 0832
Unbekannt 39 2 (51 NE [ NE NE] 47 3( 6,4 NE [ NE NE] 0, 74 [0,10; 4,45] 0, 7366
I nteraktion p-Wert 0, 7546

ECOG PS zu Basel i ne

0 286 10 ( 3,5) NE [ NE NE] 272 20 ( 7,4) NE [ NE NE] 0, 45 [0,20; 0,94] 0, 0341*
1 112 4 ( 3,6) NE [ NE NE] 124 8 ( 6,5) NE [ NE NE] 0,51 [0,14; 1,62] 0, 2583
I nteraktion p-Wert 0, 8666

PSA zu Basel i ne

Unt er nedi anem 196 6 ( 3,1) NE [ NE NE| 199 12 ( 6,0) NE [ NE NE| 0, 48 [0,17; 1,24] 0, 1333
PSA- Basel i newert

Uber medi anem 200 8 ( 4,0) NE [ NE NE| 196 16 ( 8,2) NE [ NE NE| 0, 45 [0,18; 1,03] 0, 0600
PSA- Basel i newert

I nteraktion p-Wert 0, 9267

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.27 PROpel : Sunmary of subgroup analysis of tinme to UE PT: Al ani nam notransferase erhoeht
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 8 ( 2,8) NE [ NE NE] 274 25 ( 9,1) NE [ NE NE] 0, 29 [0,12; 0,61] 0, 0009*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 5 ( 7,6) NE [ NE NE] 72 3( 4,2 NE [ NE NE] 1,70 [0,42; 8,27] 0, 4623
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 0301*
Schnerzen zu basel i ne
Synpt omat i sch 103 2 (1,9 NE [ NE NE] 80 6 ( 7,5) NE [ NE NE] 0, 25 [0,04; 1,06] 0, 0610
Asynpt omati sch/m | d 266 11 ( 4,1) NE [ NE NE] 294 21 ( 7,1) NE [ NE NE] 0, 54 [0,25; 1,09] 0, 0865
synpt omati sch
I nteraktion p-Wert 0, 3652

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.28 PROpel : Sunmary of subgroup analysis of time to UE PT: El ektrokardi ogramm QT verl aengert
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 8 ( 3,8) NE [ NE NE] 226 1(0,4) NE [ NE NE] NC [NC] NC
Vi szeral 66 2 ( 3,0 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 4 ( 3,4) NE [ NE NE] 98 1( 1,0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 7(7,8) NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 7 ( 2,3 NE [ NE NE] 306 2 (0,7 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 12 ( 9,2) NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 2 (0,7 NE [ NE NE] 299 2 (0,7 NE [ NE NE] NC [ NC NC
I nteraktion p-Wert NC
Regi on
Asi en 91 2 (22 NE [ NE NE] 104 1( 1,0 NE [ NE NE] NC [NC] NC
Eur opa 177 7 ( 4,0 NE [ NE NE] 171 1( 0,6) NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 5( 3,8) NE [ NE  NE] 121 0 NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 5 ( 51) NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 6 ( 2,2 NE [ NE NE] 267 2 (0,7 NE [ NE NE] NC [NC] NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.28 PROpel : Sunmary of subgroup analysis of time to UE PT: El ektrokardi ogramm QT verl aengert
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 3 (94 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 3 ( 4,8) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 5 ( 2,4 NE [ NE NE] 210 2 (1,0 NE [ NE NE] NC [NC] NC
Unbekannt 129 6 (4,7 NE [ NE NE] 130 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf einem Bluttest fir Kei mbahnnutationen
HRRm 29 1( 3,4) NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 11 ( 3,3) NE [ NE NE] 327 2 ( 0,6) NE [ NE NE] 5,14 [1,38; 33,25] 0, 0123*
Unbekannt 39 2 (51 NE [ NE NE] 47 0 NE [ NE NE] NC [NC]

56

I nteraktion p-Wert

ECOG PS zu Basel i ne

0 286 9 ( 3,1) NE [ NE NE] 272 1(0,4) NE [ NE NE] 8, 18 [ 1, 54; 150, 84] 0, 0101*

1 112 5 ( 4,5) NE [ NE NE] 124 1(0,8) NE [ NE NE] 4,92 [0,79; 94,30] 0, 0920

I nteraktion p-Wert 0, 7388
PSA zu Basel i ne

Unt er nedi anem 196 6 ( 3,1) NE [ NE  NE] 199 0 NE [ NE  NE] NC [ NC] NC
PSA- Basel i newert

Uber medi anem 200 8 ( 4,0 NE [ NE NE] 196 2 (1,0 NE [ NE NE] 3, 63 [0,91; 24,11] 0, 0699
PSA- Basel i newert

I nteraktion p-Wert NC

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.28 PROpel : Sunmary of subgroup analysis of time to UE PT: El ektrokardi ogramm QT verl aengert

Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 11 ( 3,9) NE [ NE NE| 274 1 (0,4 NE [ NE NE| 10,14 [1,97;185, 28] 0, 0028*
Af r oamer i kani sch 14 0 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 2 ( 3,0) NE [ NE NE| 72 1( 1,4 NE [ NE NE| 1,93 [0, 18; 41, 47] 0, 5813
Ander e 15 0 NE [ NE NE| 9 0 NE [ NE NE| NC [ NC] NC
I nteraktion p-Wert 0, 3117
Schner zen zu basel i ne
Synpt omat i sch 103 6 ( 5,8) NE [ NE NE| 80 ( 1,3) NE [ NE NE| NC [ NC] NC
Asynpt omati sch/mi | d 266 8 ( 3,0) NE [ NE NE| 294 1(0,3) NE [ NE NE| NC [ NC] NC
synpt omat i sch
I nteraktion p-Wert NC

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas

Olaparib (Lynparza®)

subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

I ncludes AEs with
MedDRA version 24.0.
NE = not estinable as nedian (or 95% CLs) not reached.

Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.29 PROpel: Sunmary of subgroup analysis of time to UE PT: Leukozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 14 ( 6,6) NE [ NE NE] 226 8 ( 3,5) NE [ NE NE] 1,79 [0,77; 4,48] 0, 1814
Vi szeral 66 2 ( 3,0 NE [ NE NE] 72 2 (2,8 NE [ NE NE] 0, 98 [0,12; 8,14] 0, 9809
ander e 119 9 ( 7,6) NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 5815
Docet axel - Behandl ung des nHSPC
Ja 90 6 ( 6,7) NE [ NE NE] 90 1( 1,1 NE [ NE NE] 5,95 [1,01; 112, 29] 0, 0479*
Nei n 308 19 ( 6,2) NE [ NE NE] 306 9 ( 2,9 NE [ NE NE] 1,99 [0,92; 4,62] 0, 0797
I nteraktion p-Wert 0, 2993
Al ter bei Randomi si erung
<65 Jahre 130 7 (54 NE [ NE NE] 97 2 (2,1 NE [ NE NE] 2,31 [0, 56; 15,50] 0, 2642
>=65 Jahre 268 18 ( 6,7) NE [ NE NE] 299 8 ( 2,7) NE [ NE NE] 2,50 [1,12; 6,08] 0, 0247*
I nteraktion p-Wert 0, 9321
Regi on
Asi en 91 3 ( 3,3 NE [ NE NE] 104 3 (29 NE [ NE NE] 0, 99 [0,18; 5,33] 0, 9862
Eur opa 177 10 ( 5,6) NE [ NE NE] 171 2 (1,2 NE [ NE NE] 4, 68 [1,23; 30,47] 0, 0213+
Nor d- und Suedaneri ka 130 12 ( 9,2) NE [ NE NE] 121 5 ( 4,1) NE [ NE NE] 2,27 [0,84; 7,13] 0, 1079
I nteraktion p-Wert 0, 3647

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 9 (9,2 NE [ NE NE| 100
Ni cht - HRRm 268 14 ( 5,2) NE [ NE NE| 267

NE[ NE NE 2,79 [0, 83; 12, 59] 0, 0995
NE[ NE NE 1,94 [0 681, 5,13] 0, 1398

N W
o

~N w
—_~
2]

~ —

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.29 PROpel: Sunmary of subgroup analysis of time to UE PT: Leukozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 6523

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 7 (11, 3) NE [ NE NE] 56 1( 1,8) NE [ NE NE] 5, 68 [1, 01; 106, 23] 0, 0485*
Ni cht - HRRm 207 12 ( 5,8) NE [ NE NE] 210 6 (2,9 NE [ NE NE] 2,05 [0,80; 5,89] 0, 1388
Unbekannt 129 6 (4,7 NE [ NE NE] 130 3( 2,3 NE [ NE NE] 1,83 [0, 48; 8,69] 0, 3792
I nteraktion p-Wert 0, 5954

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 2 (6,9 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 330 16 ( 4,8) NE [ NE NE] 327 7 (21 NE [ NE NE] 2,18 [0,93; 5,68] 0, 0733
Unbekannt 39 7 (17,9) NE [ NE NE] 47 3( 6,4 NE [ NE NE] 2,86 [0,80; 13,29] 0, 1090
I nteraktion p-Wert 0, 7400

ECOG PS zu Basel i ne

0 286 16 ( 5,6) NE [ NE NE] 272 6 ( 2,2 NE [ NE NE] 2,47 [1,02; 6,88] 0, 0461*
1 112 9 ( 8,0 NE [ NE NE] 124 4 ( 3,2) NE [ NE NE] 2,30 [0, 75; 8,51] 0, 1489
I nteraktion p-Wert 0, 9277

PSA zu Basel i ne

Unt er nedi anem 196 17 ( 8,7) NE [ NE NE| 199 5 ( 2,5) NE [ NE NE| 3,39 [1,34; 10, 32] 0, 0087~
PSA- Basel i newert

Uber medi anem 200 8 ( 4,0) NE [ NE NE| 196 5 ( 2,6) NE [ NE NE| 1, 46 [0, 49; 4, 84] 0, 4998
PSA- Basel i newert

I nteraktion p-Wert 0, 2716

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.29 PROpel: Sunmary of subgroup analysis of time to UE PT: Leukozytenzahl

erni edri gt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 20 ( 7,1) NE [ NE NE] 274 7 ( 2,6) NE [ NE NE] 2,68 [1,18; 6,82] 0, 0171*
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 3 ( 4,5 NE [ NE NE] 72 3( 4,2 NE [ NE NE] 0, 96 [0,18; 5,19] 0, 9605
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 2723
Schrer zen zu basel i ne
Synpt omat i sch 103 7 ( 6,8) NE [ NE NE] 80 5 ( 6,3) NE [ NE NE] 1, 06 [0,34; 3,59] 0, 9186
Asynpt omati sch/m | d 266 17 ( 6,4) NE [ NE NE] 294 5 (1,7 NE [ NE NE] 3, 46 [1,37; 10,55] 0, 0076*
synpt omati sch
I nteraktion p-Wert 0, 1279

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.30 PROpel : Sunmary of subgroup analysis of time to UE PT: Lynphozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 20 ( 9,4) NE [ NE NE] 226 9 ( 4,0 NE [ NE NE] 2,35 [1,10; 5,44] 0, 0263*
Vi szeral 66 6 (9,1) NE [ NE NE] 72 3( 4,2 NE [ NE NE] 2,08 [0,55; 9,87] 0, 2849
ander e 119 6 ( 50 NE [ NE NE] 98 4 ( 4,1) NE [ NE NE] 1,18 [0, 34; 4,60] 0, 8005
I nteraktion p-Wert 0, 6648
Docet axel - Behandl ung des nHSPC
Ja 90 3 ( 3,3 NE [ NE NE] 90 4 ( 4,4) NE [ NE NE] 0,72 [0, 14; 3,28] 0, 6708
Nei n 308 29 ( 9,4) NE [ NE NE] 306 12 ( 3,9) NE [ NE NE] 2,36 [1,24; 4,81] 0, 0086*
I nteraktion p-Wert 0, 1556
Al ter bei Randomi si erung
<65 Jahre 130 9 ( 6,9 NE [ NE NE] 97 5 (5,2 NE [ NE NE] 1,26 [0,43; 4,09] 0, 6797
>=65 Jahre 268 23 ( 8,6) NE [ NE NE] 299 11 ( 3,7) NE [ NE NE] 2,34 [1,17; 4,99] 0, 0162*
I nteraktion p-Wert 0, 3586
Regi on
Asi en 91 8 ( 8,8) NE [ NE NE] 104 5 ( 4,8) NE [ NE NE] 1,69 [0,56; 5,59] 0, 3519
Eur opa 177 16 ( 9,0) NE [ NE NE] 171 9 ( 5,3 NE [ NE NE] 1,70 [0,77; 4,02] 0, 1929
Nor d- und Suedaneri ka 130 8 ( 6,2) NE [ NE NE] 121 2 (1,7 NE [ NE NE] 3,76 [0,94; 24,90] 0, 0617
I nteraktion p-Wert 0, 6232

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 7(7,1) NE [ NE NE| 100 5 ( 5,0) NE [ NE NE| 1,32 [0, 42; 4,45] 0, 6361
Ni cht - HRRm 268 21 ( 7,8) NE [ NE NE| 267 11 ( 4,1) NE [ NE NE| 1, 89 [0,93; 4,07] 0, 0791

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.30 PROpel : Sunmary of subgroup analysis of time to UE PT: Lynphozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 4 (12,5) NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 6039

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE] 56 4 (7,1) NE [ NE NE] 0, 82 [0,19; 3,46] 0, 7766
Ni cht - HRRm 207 21 (10,1) NE [ NE NE] 210 9 ( 4,3) NE [ NE NE] 2,43 [1,15; 5,59] 0, 0198*
Unbekannt 129 7 (54 NE [ NE NE] 130 3( 2,3 NE [ NE NE] 2,23 [0, 62; 10, 34] 0, 2258
I nteraktion p-Wert 0, 4038

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 2 (6,9 NE [ NE NE] 22 2 (91 NE [ NE NE] 0, 62 [0,07; 5,16] 0, 6326
Ni cht - HRRm 330 25 ( 7,6) NE [ NE NE] 327 12 ( 3,7) NE [ NE NE] 2,05 [1,05; 4,22] 0, 0350*
Unbekannt 39 5 (12, 8) NE [ NE NE] 47 2 ( 4,3 NE [ NE NE] 2,97 [0, 64; 20,72] 0, 1689
I nteraktion p-Wert 0, 4638

ECOG PS zu Basel i ne

0 286 22 (1 7,7) NE [ NE NE] 272 10 ( 3,7) NE [ NE NE] 2,06 [1,001; 4,55] 0, 0496*
1 112 10 ( 8,9) NE [ NE NE] 124 6 ( 4,8) NE [ NE NE] 1,81 [0,67; 5,32] 0, 2434
I nteraktion p-Wert 0, 8392

PSA zu Basel i ne

Unt er nedi anem 196 16 ( 8,2) NE [ NE NE| 199 3 (1,5) NE [ NE NE| 5,37 [1,79; 23,09] 0, 0017~
PSA- Basel i newert

Uber medi anem 200 16 ( 8,0) NE [ NE NE| 196 13 ( 6,6) NE [ NE NE| 1,16 [0, 56; 2,46] 0, 6828
PSA- Basel i newert

I nteraktion p-Wert 0, 0244~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.30 PROpel : Sunmary of subgroup analysis of time to UE PT: Lynphozytenzahl erniedrigt
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 20 ( 7,1) NE [ NE NE] 274 10 ( 3,6) NE [ NE NE] 1,92 [0,92; 4,27] 0, 0844
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 9 (13,6) NE [ NE NE] 72 5 ( 6,9 NE [ NE NE] 1,87 [0, 64; 6,08] 0, 2527
Ander e 15 1(6,7) NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 9700
Schnerzen zu basel i ne
Synpt omat i sch 103 6 (5,8 NE [ NE NE] 80 6 ( 7,5) NE [ NE NE] 0,76 [0, 24; 2,44] 0, 6415
Asynpt omati sch/m | d 266 26 ( 9,8) NE [ NE NE] 294 9 ( 3,1) NE [ NE NE] 3,10 [1,51; 7,01] 0, 0017*
synpt omati sch
I nteraktion p-Wert 0, 0448*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.31 PROpel : Sunmary of subgroup analysis of time to SUE
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 80 (37,6) 31,9 [25,5; Ng 226 68 (30,1) NE [ NE NE] 1,25 [0,91; 1,74] 0, 1695
Vi szeral 66 23 (34,8) 32,5 [14,8; Ng 72 19 (26,4) 35,0 [23,8; Ng 1,17 [0, 64; 2,16] 0, 6193
ander e 119 51 (42,9) 26,3 [22,1; Ng] 98 30 (30,6) NE [ NE NE] 1,31 [0, 84; 2,08] 0, 2330
I nteraktion p-Wert 0, 9543
Docet axel - Behandl ung des nHSPC
Ja 90 32 (35,6) 31,7 [22,4; Ng 90 26 (28,9) 30,6 [21,0; Ng 1,25 [0,75; 2,11] 0, 3989
Nei n 308 122 (39,6) 31,9 [25,2; Ng 306 91 (29,7) 35,0 [35,0; Ng 1,28 [0,98; 1,69] 0, 0705
I nteraktion p-Wert 0, 9273
Al ter bei Randomi si erung
<65 Jahre 130 32 (24,6) NE [ NE NE] 97 23 (23,7) NE [ NE NE] 0,91 [0,53; 1,57] 0, 7189
>=65 Jahre 268 122 (45,5) 25,5 [21,4;31,7] 299 94 (31,4) 35,0 [27,2; Ng 1,51 [1,15; 1,97] 0, 0027*
I nteraktion p-Wert 0, 1007
Regi on
Asi en 91 37 (40,7) 33,9 [22,1; Ng 104 29 (27,9) NE [ NE NE] 1,26 [0,78; 2,07] 0, 3505
Eur opa 177 71 (40,1) 25,2 [22,4;32,8] 171 46 (26,9) 35,0 [27,2; NE] 1,51 [1,05; 2,20] 0, 0277*
Nor d- und Suedaneri ka 130 46 (35,4) 32,5 [26,3; Ng 121 42 (34,7) NE [ NE NE] 1,03 [0,68; 1,58] 0, 8756
I nteraktion p-Wert 0, 4130

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 31 (31,6) 32,8 [23,7; Ng 100 33 (33,0) NE [ NE NE| 0,79 [0,48; 1,30] 0, 3518
Ni cht - HRRm 268 115 (42,9) 26,3 [23,4;32,5] 267 76 (28,5) 35,0 [30,6; Nf] 1,54 [1,16; 2,07] 0, 0030~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.31 PROpel:

Saf ety Anal ysis Set,

Nut zenbewer t ung nach AMNOG

DCO 14NVAR2022

Sunmmary of subgroup analysis of tine to SUE

Stand: 13.01.2023

Seite 2 von 3

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger

Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]

Unbekannt 32 8 (25,0) 32,8 [32,8; NE] 29 8 (27,6) NE [ NE NE] 0, 93 [0,34; 2,52] 0, 8817

I nteraktion p-Wert 0, 0577
HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 21 (33,9) 32,8 [22,5; Ng 56 18 (32,1) NE [ NE NE] 0, 85 [0,45; 1,62] 0, 6187

Ni cht - HRRm 207 90 (43,5) 26,0 [21,4;32,8] 210 61 (29,0) NE [ NE NE] 1,62 [1,17; 2,24] 0, 0035*

Unbekannt 129 43 (33,3) NE [ NE NE] 130 38 (29,2) NE [ NE NE] 1,04 [0,67; 1,61] 0, 8726

I nteraktion p-Wert 0, 1081
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen

HRRm 29 9 (31,0) NE [ NE NE] 22 9 (40,9) 20,2 [ 7,8; Ng 0, 49 [0,19; 1,26] 0, 1361

Ni cht - HRRm 330 130 (39,4) 31,7 [24,0; Ng 327 95 (29,1) NE [ NE NE] 1, 36 [1,05; 1,78] 0, 0214*

Unbekannt 39 15 (38,5) 32,5 [24,7; Ng 47 13 (27,7) NE [ NE NE] 1,35 [0, 64; 2,88] 0, 4264

I nteraktion p-Wert 0, 1224
ECOG PS zu Basel i ne

0 286 106 (37,1) 32,5 [26,2; Ng 272 83 (30,5) 35,0 [30,6; Ng 1,20 [0,90; 1,61] 0, 2061

1 112 48 (42,9) 26,3 [22,1;32,8] 124 34 (27,4) NE [ NE NE] 1,48 [0,95; 2,31] 0, 0809

I nteraktion p-Wert 0, 4462
PSA zu Basel i ne

Unt er nmedi anem 196 72 (36,7) 32,8 [29,6; NE] 199 55 (27,6) NE [ NE NE] 1,29 [0,91; 1,83] 0, 1579
PSA- Basel i newert

Uber medi anem 200 81 (40,5) 24,7 [21,7; Ng 196 61 (31,1) NE [ NE NE] 1,28 [0,92; 1,79] 0, 1492
PSA- Basel i newert

I nteraktion p-Wert 0, 9730

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

>0 events for
treatment by subgroup interaction.

ties. If >=10 patients for all subgroup levels, >=10 events for
results from nmodel including treatment, subgroup,
insufficient data were dropped and, if appropriate, interaction

| evel had >=10 events, and >0 events for both treatnents,
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nodel re-fitted. If
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Ef ron nethod for handling
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For subgroups with >2 |evels,
interaction nodel
1 level
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* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.31 PROpel : Sunmary of subgroup analysis of time to SUE
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 110 (39,1) 31,7 [24,5; Ng 274 83 (30,3) 35,0 [28,1; Ng 1,28 [0,96; 1,71] 0, 0882
Af roaneri kani sch 14 7 (50,0) 22,2 [10,6; NE] 11 3 (27,3) NE [ NE NE] 1,91 [0,53; 8,84] 0, 3329
Asi ati sch 66 23 (34,8) NE [ NE NE] 72 22 (30,6) NE [ NE NE] 0, 97 [0,54; 1,74] 0, 9086
Ander e 15 4 (26,7) NE [ NE NE] 9 1(11,1) NE [ NE NE] 3,48 [0,51; 68,03] 0, 2158
I nteraktion p-Wert 0, 5403
Schnerzen zu basel i ne
Synpt omat i sch 103 43 (41,7) 26,5 [18,7; NE] 80 24 (30,0) 26,1 [16,3; NE| 1,35 [0,82; 2,25] 0, 2383
Asynpt omati sch/m | d 266 100 (37,6) 32,5 [26,0; Ng 294 82 (27,9) NE [ NE NE] 1,28 [0,96; 1,72] 0, 0958
synpt omati sch
I nteraktion p-Wert 0, 8668

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.32 PROpel : Sunmary of subgroup analysis of time to SUE SOC. Erkrankungen der Atemmege, des Brustraunms und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 9 ( 4,2 NE [ NE NE] 226 5 (272 NE [ NE NE] 1,80 [0,62; 5,85] 0, 2834
Vi szeral 66 4 ( 6,1) NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 8 ( 6,7) NE [ NE NE] 98 3 ( 3,1 NE [ NE NE] 1,92 [0,56; 8,80] 0, 3140
I nteraktion p-Wert 0, 9379
Docet axel - Behandl ung des nHSPC
Ja 90 6 ( 6,7) NE [ NE NE] 90 1( 1,1 NE [ NE NE] 5, 69 [0,97; 107, 50] 0, 0544
Nei n 308 15 ( 4,9) NE [ NE NE] 306 7 ( 2,3 NE [ NE NE] 1,96 [0,83; 5,14] 0, 1283
I nteraktion p-Wert 0, 3260
Al ter bei Randomi si erung
<65 Jahre 130 3( 2,3 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 18 ( 6,7) NE [ NE NE] 299 8 (2,7 NE [ NE NE] 2,42 [1,09; 5,091] 0, 0298*
I nteraktion p-Wert NC
Regi on
Asi en 91 2 (22 NE [ NE NE] 104 1( 1,0 NE [ NE NE] 1,85 [0,18; 39,92] 0, 6050
Eur opa 177 13 ( 7,3) NE [ NE NE] 171 4 ( 2,3) NE [ NE NE] 2,97 [1,05; 10,55] 0, 0396*
Nor d- und Suedaneri ka 130 6 ( 4,6) NE [ NE NE] 121 3 ( 2,5 NE [ NE NE] 1,84 [0,49; 8,72] 0, 3761
I nteraktion p-Wert 0, 8503

HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 4 ( 4,1) NE [ NE NE| 100
Ni cht - HRRm 268 15 ( 5,6) NE [ NE NE| 267

NE
SR
zEe

NE[ NE NE| 3,47 [0,51; 67,79] 0,2176
NE[ NE NE 2,36 [0, 96, 6,63] 0, 0616

(2 =
—_~

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.32 PROpel : Sunmary of subgroup analysis of time to SUE SOC. Erkrankungen der Atemmege, des Brustraunms und Medi asti nuns
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 1( 3,4) NE [ NE NE] 1,83 [0,17; 39,27] 0, 6138
I nteraktion p-Wert 0, 9214

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 2 ( 3,2) NE [ NE NE| 56 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 207 14 ( 6,8) NE [ NE NE| 210 0 NE [ NE NE| NC [ NC] NC

Unbekannt 129 5( 3,9) NE [ NE NE| 130 8 ( 6,2) NE [ NE NE| 0, 54 [0,16; 1,62] 0, 2702

I nteraktion p-Wert NC
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 2 (6,9 NE [ NE NE| 22 1( 4,5 NE [ NE NE| 1,02 [0, 10; 21,99] 0, 9869

Ni cht - HRRm 330 15 ( 4,5) NE [ NE NE| 327 6 ( 1,8) NE [ NE NE| 2,35 [0,96; 6,60] 0, 0629

Unbekannt 39 4 (10, 3) NE [ NE NE| 47 1(21 NE [ NE NE| 4,47 [0, 66; 87,43] 0, 1317

I nteraktion p-Wert 0, 6762
ECOG PS zu Basel i ne

0 286 15 ( 5,2) NE [ NE NE| 272 5 ( 1,8) NE [ NE NE| 2,70 [1,05; 8,32] 0, 0393~

1 112 6 ( 5,4) NE [ NE NE| 124 3 ( 2,4) NE [ NE NE| 1,97 [0,52; 9,33] 0, 3259

I nteraktion p-Wert 0, 7170
PSA zu Basel i ne

Unt er nedi anem 196 8 ( 4,1) NE [ NE NE| 199 3 (1,5) NE [ NE NE| 2,55 [0, 74; 11,65] 0, 1433
PSA- Basel i newert

Uber medi anem 200 13 ( 6,5) NE [ NE NE| 196 5 ( 2,6) NE [ NE NE| 2,30 [0, 86; 7,16] 0, 0974
PSA- Basel i newert

I nteraktion p-Wert 0, 9017

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.32 PROpel :

A apari b PROpel,

Nut zenbewer t ung nach AMNOG

Summary of subgroup analysis of tinme to SUE SOC: Erkrankungen der Atenmwege,

Saf ety Anal ysis Set, DCO 14MAR2022

Stand: 13.01.2023

Seite 3 von 3

des Brustrauns und Medi asti nuns

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 16 ( 5,7) NE [ NE NE| 274 7 ( 2,6) NE [ NE NE| 2,02 [0, 86; 5,27] 0, 1072
Af r oamer i kani sch 14 2 (14, 3) NE [ NE NE| 11 1(91 NE [ NE NE| 1,69 [0, 16; 36, 31] 0, 6625
Asi ati sch 66 1( 1,5 NE [ NE NE| 72 0 NE [ NE NE| NC [ NC] NC
Ander e 15 1(6,7 NE [ NE NE| 9 0 NE [ NE NE| NC [ NC] NC
I nteraktion p-Wert 0, 8901
Schner zen zu basel i ne
Synpt omat i sch 103 9 ( 8,7) NE [ NE NE| 80 2 ( 2,5) NE [ NE NE| 3,34 [0, 86; 21,91] 0, 0848
Asynpt omati sch/mi | d 266 11 ( 4,1) NE [ NE NE| 294 5(1,7) NE [ NE NE| 2,16 [0,78; 6,86] 0, 1390
synpt omati sch
I nteraktion p-Wert 0, 6407

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel
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subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

Includes AEs with

MedDRA version 24.0.
NE = not estinmable as median (or 95% CLs) not

reached.
Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.33 PROpel : Sunmary of subgroup analysis of time to SUE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 7 ( 3,3) NE [ NE NE] 226 1(0,4) NE [ NE NE] NC [NC] NC
Vi szeral 66 1( 1,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
ander e 119 6 ( 50 NE [ NE NE] 98 2 (2,0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Docet axel - Behandl ung des nHSPC
Ja 90 3 ( 3,3 NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 11 ( 3,6) NE [ NE NE] 306 3 (1,0 NE [ NE NE] 3,43 [1,07; 15, 16] 0, 0374*
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 2 (1,5 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 12 ( 4,5) NE [ NE NE] 299 3 (1,0 NE [ NE NE] 4,32 [1,37; 18,96] 0, 0109*
I nteraktion p-Wert NC
Regi on
Asi en 91 2 (22 NE [ NE NE] 104 1( 1,0 NE [ NE NE] NC [NC] NC
Eur opa 177 10 ( 5,6) NE [ NE NE] 171 0 NE [ NE NE] NC [NC] NC
Nord- und Suedaneri ka 130 2 ( 1,5) NE [ NE  NE] 121 2 (14,7 NE [ NE  NE] NC [ NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 3 ( 3,1 NE [ NE NE] 100 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 268 11 ( 4,1) NE [ NE NE] 267 3(1,1) NE [ NE NE] 3,49 [1,09; 15,42] 0, 0346*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.33 PROpel : Sunmary of subgroup analysis of time to SUE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 0 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Tunor gewebet est
HRRm 62 2 (3,2 NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 207 8 ( 3,9 NE [ NE NE] 210 0 NE [ NE NE] NC [NC] NC
Unbekannt 129 4 ( 3,1) NE [ NE NE] 130 3( 2,3 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem Bl uttest fir Kei mbahnnut ati onen
HRRm 29 2 (6,9 NE [ NE NE] 22 0 NE [ NE NE] NC [NC] NC
Ni cht - HRRm 330 10 ( 3,0) NE [ NE NE] 327 2 ( 0,6) NE [ NE NE] 4, 68 [1,23; 30, 46] 0, 0213*
Unbekannt 39 2 (51 NE [ NE NE] 47 1( 21 NE [ NE NE] 2,32 [0,22; 49, 89] 0, 4778
I nteraktion p-Wert 0, 6343
ECOG PS zu Basel i ne
0 286 12 ( 4,2) NE [ NE NE] 272 2 (0,7 NE [ NE NE] 5,46 [1,49; 35, 06] 0, 0081*
1 112 2 (1,8) NE [ NE NE] 124 1(0,8) NE [ NE NE] 1,96 [0,19; 42,24] 0,5714
I nteraktion p-Wert 0, 4920
PSA zu Basel i ne
Unt er nmedi anem 196 5 ( 2,6) NE [ NE NE] 199 1(0,5) NE [ NE NE] 4,76 [0,77; 91,17] 0, 0993
PSA- Basel i newert
Uber medi anem 200 9 ( 4,5) NE [ NE NE] 196 2 (1,0 NE [ NE NE] 4,06 [1,04; 26,61] 0, 0426*
PSA- Basel i newert
I nteraktion p-Wert 0, 9046

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.33 PROpel : Sunmary of subgroup analysis of time to SUE PT: Lungenenbolie
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [Db] p-Veért [b]
Abst ammung
Kaukasi sch 281 11 ( 3,9) NE [ NE NE] 274 2 (0,7 NE [ NE NE] 4,95 [1,33; 32,01] 0, 0148*
Af roaneri kani sch 14 1(71 NE [ NE NE] 11 1(91) NE [ NE NE] 0, 77 [0,03; 19, 44] 0, 8530
Asi ati sch 66 1( 1,5 NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 2595
Schnerzen zu basel i ne
Synpt omat i sch 103 4 ( 3,9) NE [ NE NE] 80 2 ( 2,5) NE [ NE NE] 1,49 [0,29; 10, 74] 0, 6400
Asynpt omati sch/m | d 266 9 ( 3,4 NE [ NE NE] 294 1(0,3) NE [ NE NE] 8, 96 [1, 68; 165, 27] 0, 0069*
synpt omati sch
I nteraktion p-Wert 0, 1727

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.34 PROpel : Sunmary of subgroup analysis of time to SUE SOC. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pat i ent en Medi ane Zeit Pat i ent en Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 18 ( 8,5) NE [ NE NE] 226 2 (0,9 NE [ NE NE] 9,76 [2,82; 61,41] <0, 0001*
Vi szeral 66 4 ( 6,1) NE [ NE NE] 72 3( 4,2 NE [ NE NE] 1,38 [0,30; 6,98] 0, 6749
ander e 119 8 ( 6,7) NE [ NE NE] 98 1( 1,0 NE [ NE NE] 6, 54 [1,20; 121, 33] 0, 0272*
I nteraktion p-Wert 0, 1681
Docet axel - Behandl ung des nHSPC
Ja 90 5 ( 5,6) NE [ NE NE] 90 1( 1,1 NE [ NE NE] 5, 00 [0,81; 95,79] 0, 0879
Nei n 308 25 ( 8,1) NE [ NE NE] 306 5 ( 1,6) NE [ NE NE] 4,99 [2,08; 14,78] 0, 0001*
I nteraktion p-Wert 0, 9983
Al ter bei Randomi si erung
<65 Jahre 130 4 ( 3,1) NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 26 ( 9,7) NE [ NE NE] 299 6 ( 2,0) NE [ NE NE] 4,98 [2,19; 13, 36] <0, 0001*
I nteraktion p-Wert NC
Regi on
Asi en 91 6 ( 6,6) NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 10 ( 5,6) NE [ NE NE] 171 2 (1,2 NE [ NE NE] 4,89 [1,29; 31,84] 0, 0174~
Nor d- und Suedaneri ka 130 14 (10, 8) NE [ NE NE] 121 4 ( 3,3) NE [ NE NE] 3,40 [1,22; 11,98] 0, 0181*
I nteraktion p-Wert 0, 7004
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 6 ( 6,1) NE [ NE NE] 100 1( 1,0 NE [ NE NE] 5, 87 [1, 002; 0, 0497*
110, 88]
Ni cht - HRRm 268 22 ( 8,2) NE [ NE NE] 267 5 (1,9 NE [ NE NE] 4, 46 [1,83; 13,31] 0, 0006*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.34 PROpel : Sunmary of subgroup analysis of time to SUE SOC. Erkrankungen des Bl utes und des Lynphsystens
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 8127

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 4 ( 6,5) NE [ NE NE] 56 0 NE [ NE NE] NC [NC] NC

Ni cht - HRRm 207 18 ( 8,7) NE [ NE NE] 210 3 (1,4 NE [ NE NE] 6, 31 [2,14; 26, 96] 0, 0004*
Unbekannt 129 8 ( 6,2) NE [ NE NE] 130 3( 2,3 NE [ NE NE] 2,61 [0,75; 11,90] 0, 1341
I nteraktion p-Wert 0, 3391

HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 0 NE [ NE NE| 22 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 26 (7,9 NE [ NE NE| 327 6 ( 1,8) NE [ NE NE| 4,36 [1,92; 11,72] 0, 0002~

Unbekannt 39 4 (10, 3) NE [ NE NE| 47 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
ECOG PS zu Basel i ne

0 286 22 (1 7,7) NE [ NE NE| 272 6 ( 2,2) NE [ NE NE| 3,50 [1,51; 9,52] 0, 0027~

1 112 8 (7,1) NE [ NE NE| 124 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
PSA zu Basel i ne

Unt er nedi anem 196 13 ( 6,6) NE [ NE NE| 199 3 (1,5) NE [ NE NE| 4,40 [1,42; 19, 18] 0, 0087~
PSA- Basel i newert

Uber medi anem 200 17 ( 8,5) NE [ NE NE| 196 3 (1,5) NE [ NE NE| 5, 60 [1,88; 23,97] 0, 0011~
PSA- Basel i newert

I nteraktion p-Wert 0, 7880

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Summary of subgroup analysis of tinme to SUE SCC: Erkrankungen des Bl utes und des Lynphsystens

Saf ety Anal ysis Set,

DCO 14VAR2022

O aparib + Abiraterone

Pl acebo + Abiraterone

(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazar d
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Abst ammung
Kaukasi sch 281 25 ( 8,9) NE [ NE NE] 274 4 ( 1,5) NE [ NE NE] 6, 22 [2,41; 21,11] <0, 0001*
Af r oamer i kani sch 14 1(7,1 NE [ NE  NE] 11 0 NE [ NE  NE] NC [ NC] NC
Asi ati sch 66 4 ( 6,1) NE [ NE NE] 72 0 NE [ NE NE] NC [NC] NC
Ander e 15 0 NE [ NE NE] 9 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert NC
Schrer zen zu basel i ne
Synpt omat i sch 103 12 (11,7) NE [ NE NE] 80 2 ( 2,5) NE [ NE NE] 4,74 [1,29; 30, 48] 0, 0163*
Asynpt omati sch/m | d 266 15 ( 5,6) NE [ NE NE] 294 4 (1,4) NE [ NE NE] 4, 07 [1,48; 14,26] 0, 0055*
synpt omati sch
I nteraktion p-Wert 0, 8699

Tinme to first AE or time to censoring if the AE has not occurred by 30 days after |ast dose of ol apari b/ pl acebo.
onset date >=date of first dose and <=30 days after |ast dose of ol apari b/ pl acebo.

[a] Median tinme to event based on the Kaplan Meier estimate.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estinmated from Cox PH nodel.

If >=10 patients for all

ties.
resul ts from nodel

| evel

root/cdar/d081/ _ient/ar/ient_payer_propel germany/tlf/prod/ progranttesubae. sas

Olaparib (Lynparza®)

subgroup | evel s,
i ncludi ng treatnent,
insufficient data were dropped and,
had >=10 events,

>=10 events for
subgr oup,
if appropriate,
and >0 events for

1 subgroup |evel,
treatment by subgroup interaction.
i nteraction nodel
both treatnents,

>0 events for

I ncludes AEs with
MedDRA version 24.0.
NE = not estinable as nedian (or 95% CLs) not reached.

Ef ron nethod for handling

al | subgroup |evels/treatnents,

For subgroups with >2 |evels,
re-fitted. If interaction nodel
results fromnodel for 1 |evel

levels with
conditions not net but 1

i ncluding treatment only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
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Tabl e 3.5.35 PROpel : Sunmary of subgroup analysis of time to SUE PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Met ast asen zu Basel i ne
Nur Knochen 213 15 ( 7,0) NE [ NE NE] 226 1(0,4) NE [ NE NE] 16,43 [3,33;296, 89] <0, 0001*
Vi szeral 66 4 ( 6,1) NE [ NE NE] 72 2 (2,8 NE [ NE NE] 2,13 [0,42; 15, 35] 0, 3681
ander e 119 4 ( 3,4) NE [ NE NE] 98 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 1158
Docet axel - Behandl ung des nHSPC
Ja 90 4 ( 4,4) NE [ NE NE] 90 0 NE [ NE NE] NC [NC] NC
Nei n 308 19 ( 6,2) NE [ NE NE] 306 3 (1,0 NE [ NE NE] 6, 34 [2,16; 26, 98] 0, 0003*
I nteraktion p-Wert NC
Al ter bei Randomi si erung
<65 Jahre 130 2 (1,5 NE [ NE NE] 97 0 NE [ NE NE] NC [NC NC
>=65 Jahre 268 21 ( 7,8) NE [ NE NE] 299 3 (1,0 NE [ NE NE] 8,03 [2,77; 34,01] <0, 0001*
I nteraktion p-Wert NC
Regi on
Asi en 91 4 ( 4,4) NE [ NE NE] 104 0 NE [ NE NE] NC [NC] NC
Eur opa 177 7 ( 4,0 NE [ NE NE] 171 0 NE [ NE NE] NC [NC] NC
Nor d- und Suedaneri ka 130 12 ( 9,2) NE [ NE NE] 121 3 ( 2,5 NE [ NE NE] 3,90 [1,24; 17,13] 0, 0183~
I nteraktion p-Wert NC
HRRm St at us basi erend auf ei nem ct DNA- Test
HRRm 98 4 ( 4,1) NE [ NE NE] 100 1( 1,0 NE [ NE NE] 3,97 [0,59; 77,53] 0, 1680
Ni cht - HRRm 268 17 ( 6,3) NE [ NE NE] 267 2 (0,7 NE [ NE NE] 8, 65 [2,48; 54,56] 0, 0002*

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kaplan Meier estimate. NE = not estinable as nedian (or 95% CLs) not reached.

[b] HR, 95%profile likelihood Cls and likelihood-ratio test p-values estimated from Cox PH nodel. Efron nmethod for handling
ties. If >=10 patients for all subgroup |levels, >=10 events for 1 subgroup level, >0 events for all subgroup |evels/treatnents,
results from nodel including treatnment, subgroup, treatment by subgroup interaction. For subgroups with >2 levels, levels with
insufficient data were dropped and, if appropriate, interaction nodel re-fitted. If interaction nodel conditions not net but 1

| evel had >=10 events, and >0 events for both treatnments, results fromnodel for 1 level including treatnent only.
* Interaction p-value <0.05. HR <1 favours ol aparib. NC = not cal cul abl e.
root/cdar/d081/ _ient/ar/ient_payer_propel _germany/tlf/prod/ progran ttesubae.sas gttesubaeabi 05DEC2022:09: 12 khcs324
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Tabl e 3.5.35 PROpel : Sunmary of subgroup analysis of time to SUE PT: Anaem e
Saf ety Anal ysis Set, DCO 14MAR2022

O aparib + Abiraterone Pl acebo + Abiraterone
(N=398) (N=396)
Anzahl (% Anzahl (%
der der
Pati enten Medi ane Zeit Pati enten Medi ane Zeit Hazard
mt [95% Kl ] mt [95% Kl ] Rati o 2-seitiger
Subgr uppen n Ereignis (Monate) [a] n Ereignis (Monate) [a] [ b] [95% KI] [b] p-\Vert [b]
Unbekannt 32 2 (6,3 NE [ NE NE] 29 0 NE [ NE NE] NC [NC] NC
I nteraktion p-Wert 0, 5751

HRRm St at us basi erend auf ei nem Tunor gewebet est

HRRm 62 3 ( 4,8) NE [ NE NE| 56 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 207 13 ( 6,3) NE [ NE NE| 210 1( 0,5 NE [ NE NE| 13,67 [2,72;248,33] 0, 0003~

Unbekannt 129 7 ( 5,4) NE [ NE NE| 130 2 (1,5) NE [ NE NE| 3, 47 [0, 84; 23, 28] 0, 0888

I nteraktion p-Wert 0, 2788
HRRm St at us basi erend auf einem Bluttest fir Kei nbahnmut ati onen

HRRm 29 0 NE [ NE NE| 22 0 NE [ NE NE| NC [ NC] NC

Ni cht - HRRm 330 22 (1 6,7) NE [ NE NE| 327 3(0,9) NE [ NE NE| 7,40 [2,57; 31,27] <0, 0001~

Unbekannt 39 1( 2,6) NE [ NE NE| 47 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
ECOG PS zu Basel i ne

0 286 16 ( 5,6) NE [ NE NE| 272 3(1,1) NE [ NE NE| 5,10 [1,70; 21,94] 0, 0024~

1 112 7 ( 6,3) NE [ NE NE| 124 0 NE [ NE NE| NC [ NC] NC

I nteraktion p-Wert NC
PSA zu Basel i ne

Unt er nedi anem 196 9 ( 4,6) NE [ NE NE| 199 1( 0,5 NE [ NE NE| 9,18 [1,73; 169, 30] 0, 0061~
PSA- Basel i newert

Uber medi anem 200 14 ( 7,0) NE [ NE NE| 196 2 (1,0 NE [ NE NE| 6, 97 [1,95; 44, 37] 0, 0015~
PSA- Basel i newert

I nteraktion p-Wert 0, 8296

Tinme to first AE or tinme to censoring if the AE has not occurred by 30 days after |ast dose of ol aparib/placebo. Includes AEs with
onset date >=date of first dose and <=30 days after |ast dose of ol aparib/placebo. MedDRA version 24.0.
[a] Median tinme to event based on the Kap