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10) Clinical Development Success Rates and Contributing Factors 2011-2020. https://go.bio.org/rs/490-EHZ-999/images/
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Bench Mark Number
Indication area Phase I — Phase II |Phase I — Phase Il | Phase Il — Filed Filed — Approved
Pass Fail Pass Fail Pass Fail Pass Fail
Blood 269 92 195 181 99 37 95 3
Cancer 4134 1879 1230 3175 355 322 327 14
Cardiovascular 343 174 288 407 98 116 95 10
Diabetes 224 175 111 277 33 39 34 2
Gastro-intestinal 273 118 153 261 54 47 56 3
Hepatic & biliary 208 83 52 119 6 14 5 0
HIV & related condition 83 59 45 101 29 9 28 1
Hormone 39 18 29 27 14 4 12 0
Immunology 342 226 181 262 60 54 59 0
Infections 886 366 621 560 218 127 220 11
Miscellaneous 293 248 207 172 94 40 83 7
Musculoskeletal 326 164 204 325 84 49 72 13
Neurology 738 429 368 719 129 145 125 9
Psychiatry 189 107 111 260 41 77 39 4
Reproduction 88 36 69 109 31 15 27 6
Respiratory 306 195 141 370 47 37 46 2
Sensory organs 260 75 181 226 41 46 41 3
Skin 438 135 221 407 77 40 67 6
Surgery 25 8 27 25 13 5 12 0
Urinary tract 145 87 79 116 16 20 15 0
Total 9609 4674 4513 8099 1539 1243 1458 94
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Bench Mark Number
Indication area Phase I — Phase II |Phase I — Phase I | Phase I — Filed Filed — Approved

Pass Fail Pass Fail Pass Fail Pass Fail

Blood 118 41 79 96 42 16 39 2
Cancer 2075 909 669 1970 200 203 188 13
Cardiovascular 214 133 211 258 80 88 79 9
Diabetes 142 125 84 196 19 33 21 2
Gastro-intestinal 172 81 111 176 35 31 39 2
Hepatic & biliary 166 62 47 93 6 13 5 0
HIV & related condition 37 23 34 53 25 8 26 1
Hormone 22 11 14 15 8 3 7 0
Immunology 141 104 71 111 18 23 17 0
Infections 442 161 305 271 108 77 109 9
Miscellaneous 134 158 114 93 39 25 31 6
Musculoskeletal 161 95 95 185 30 25 20 9
Neurology 507 351 266 581 96 122 96 9
Psychiatry 175 103 106 248 41 76 39 4
Reproduction 72 27 54 96 28 11 26 5
Respiratory 187 127 79 248 30 23 30 2
Sensory organs 143 41 108 146 18 35 18 3
Skin 273 98 148 289 44 32 37 5
Surgery 10 6 14 8 5 3 4 0
Urinary tract 90 64 54 89 12 13 11 0
Total 5281 2720 2663 5222 884 860 842 81
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Bench Mark Number
Indication area Phase I — Phase II |Phase I — Phase Il | Phase I — Filed Filed — Approved
Pass Fail Pass Fail Pass Fail Pass Fail

Blood 46 15 26 26 8 2 8 0
Cancer 1189 456 384 524 120 45 104 0
Cardiovascular 30 4 21 24 11 6 11 0
Diabetes 26 7 4 22 2 1 1 0
Gastro-intestinal 57 15 29 43 12 9 11 0
Hepatic & biliary 11 4 2 12 0 1 0 0
HIV & related condition 12 0 1 0
Hormone 5 0 1 3 1 0 1 0
Immunology 115 54 63 76 18 17 17 0
Infections 110 23 60 45 18 14 17 1
Miscellaneous 20 22 12 11 3 3 4 0
Musculoskeletal 73 32 56 64 31 13 28 2
Neurology 74 27 33 39 17 8 13 0
Psychiatry 2 0 0 1 0 0
Reproduction 1 2 0 0 0 0
Respiratory 50 31 23 53 3 0
Sensory organs 34 10 21 33 7 0
Skin 91 21 41 40 18 1 15 1
Surgery 1 0 1 2 0 0 0 0
Urinary tract 23 6 11 17 2 3 2 0
Total 1970 731 791 1035 281 133 251 4
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¥ : Diabetes. Hepatic & biliary. HIV & related condition. Hormone. Psychiatry. Reproduction. Surgery. Urinary tractiZR§ L T
1% Approved DHA3LLTTH ) . ¥ TIWVED D v &I URESRE A O X B L 72

HiIT © EvaluatePharma % & & 12 R38R SEBORBIZETIC TR (20224E 6 H 3 HIEAT)

R4 ELUT A RORIEREHICHW N FT—7# (Method 1)

Bench Mark Number
Modality Phase I — Phase II |Phase I — Phase I | Phase I — Filed Filed — Approved

Pass Fail Pass Fail Pass Fail Pass Fail

Small molecule chemistry 5281 2720 2663 5222 884 860 842 81
Antibody 1970 731 791 1035 281 133 251 4

Protein & peptide therapeutics 628 297 356 558 135 95 128 6
Vaccine 541 371 293 464 94 64 97 0

Cell therapy 288 146 100 242 20 17 19 0
DNA & RNA therapeutics 213 98 60 176 16 18 12 1
Gene-Modified Cell Therapy 206 111 35 80 9 3 0
Gene therapy 172 34 39 105 6 11 0
Oncolytic Virus 58 35 9 18 1 2 0
Others 252 131 167 199 93 40 96 2

Total 9609 4674 4513 8099 1539 1243 1458 9
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Modality Product Number
APPROVED FAIL
Small molecule chemistry 2133 15187
Antibody 147 2769
Protein & peptide therapeutics 253 1657
Vaccine 333 2128
Cell therapy 70 572
DNA & RNA therapeutics 14 769
Gene-Modified Cell Therapy 12 175
Gene therapy 5 547
Oncolytic Virus 3 53
Others 284 794
Total 3254 24673
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