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iPS
PGx
C ) C )
138,951 3,327
183,019 56,513
197,395 66,765
202,582 68,750
PGx
RNA
101,415 14.6
10,437 54.6
PGx
CYP2D6
CYP2D6
6,099 80.8 46,214
89.0
Eleison Pharmaceuticals,Inc. Eleison
Glufosfamide
Eleison 25 10
480

Eleison
SPA Special Protocol Assessment FDA



2369 25 12

27 NDA FDA
Eleison
704 3,434
31,435 47.2
19,641
203.9
6,540 25
10,000
786,121
102,667
458,298 411,305
390,323 25,316
37,890 327,822
202,582
25 13 24 12

2,550
3,643
10,145
373,414
341,670
79,025
25 12

25 12 25 12
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)

24 12 31 ) 25 30 )
177,064 131,496
50,751 51,610
145,185 88,267
43,519 12,646
194 153
17,338 14,972
2,472 2,808
10,751 23,350
11,340
360,240 288,671
83,285
3,130 22,512
3,130 105,798
341,670
25,453 18,839
25,453 360,509
28,691 35,951
4,810 4,810
23,881 31,141
52,466 497,449
412,707 786,121
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4,023 7,773
2,654 392,977
8,276 5,041
2,077
23,238
32,038 20,526
46,993 451,635
6,663
6,663
46,993 458,298
2,346,667 2,425,692
2,879,864 2,958,889
4,838,586 5,041,168
387,945 343,413
32,081 15,856
32,081 15,856
9,815 229
33 37
365,713 327,822

412,707 786,121
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142,278 138,951
74,755 96,484
67,522 42,466
194,028 225,486
126,506 183,019
20 34

2,278

811

1,533
803 806
5,448 841
7,257 11,592
328 1,105
1,986 2,519
9,572 15,217
130,630 197,395

14
6,540
14 6,540

95
10,000
95 10,000
130,712 200,855
3,120 1,728
3,120 1,728
133,832 202,584
0 2
133,831 202,582




2369 25 12
)
24 25
24 30 ) 25 30 )
133,832 202,584
3,633 16,224
3,633 16,224
130,198 186,360
130,198 186,357
0 2
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88,477 31,737 704 21,359 142,278 — 142,278
88,477 31,737 704 21,359 142,278 — 142,278
() 22,980 24,446 2,550 3,338 7,355 119,150 126,506
() 119,150
( 25 25 30 )
)
)
)
101,415 6,099 — 31,435 138,951 — 138,951
101,415 6,099 — 31,435 138,951 — 138,951
() 10,437 46,214 3,434 10,145 49,357 133,662 183,019
) 133,662
25
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24 13
79,025 79,025
2,425,692 2,958,889
25 20
25 10
() 1,955,100
() 358
) 699,925,800
) 349,962,900
349,962,900
) 558,600
279,300
A-1 837,900
279,300
)

25 11 12 2,775,655 3,308,852

11





