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5.4.4. Octreotide £ »z %] /3 &% (4-Sandostatin LAR Microspheres for Injection) :
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IR 204 11.0 5% (PS5 (64%) ~ K7 PR (64%) ~ B

(Everolimus) 203 4.6 2% Z(49%) - 188 me%) -

2 R ) (34%) ~ EHEBL1%) SMmiE(GY)

#FE45 (Sunitinib) 83 114 9.3% PEE(59) ~ B/ B MmER /N (12%)

% R | 82 5.5 0% (45%) ~ IEEB4%) =SMEA0%) ~ F
B IE6%)

Raymond E, NEJM, 2011; Yao JC, NEJM, 2011
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& -FE{KZ (Everolimus)

N5 B

A Progression-free Survival, Local Assessment

Kaplan-Meier median
Everolimus, 11.0mo
Facebo, 4. 6mo

Hazard ratio, 0.35 (35% CI, 0.27-0.45)
P<0.001 by one-sided log-rank test

AN/

IR

(Everolim

w 100
&
E 304 Everolimus
LT
a 2
B E 40
Ea Placebo
B 204
-E = Censoring times
a 0
T T T T T T
0 2 4 6 3 10 12

St 6.4 & B riE

/'I'\

us) tb% &%
iR {EHA

nYBJ

100

D owveral Survival

Months

T B0
L
5F Kaplan—Meier median Placebo
s = 60— EBverolimus, NA
E‘-S Facebo, Ma Everolimus
B ; 409 Hazard ratio, 1.05 (35% CI, 0.71-1.55) I
2 P=0.59 by one-sided log-rank test
& 20-]
mr Censoring times
0 1T T T T . T I I I T T T T T 1
0 2 4 & 5 10 12 14 16 1% 20 22 2 26 28 30 32
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4¥ 745 (Sunitinib) Eb 2 R A SE £ 5.91E A i = im 2 b HA

A Progression-free Survival B Overall Survival
100+ Hazard ratio, 0.42 (95% Cl, 0.26-0.66) _ 1004 - .
o P<0.001 X e Sunitinib
2 II . : I‘|-~_ LR L L W o B
o 804 S 304 ) "rrr-LH.qr
2 2 L_‘“I'HI'HI-H",
g — a I_m"“"
@ 9 s
Eni—kl €07 . = 60+ Placebo trosiosegogds
a S Sunitinib g
5 E 40 o 40
.2_:*3 Placebo | (5]
3 S E
= 20- B 90 Hazard ratio, 0.41 (95% Cl, 0.19-0.89)
<] !
s -g P=0.02
-------------------- Amaaafy o
0 I I I I: ] 0 I I I I ]
0 5 10 15 20 25 0 5 10 15 20 25
Months since Randomization Months since Randomization
No. at Risk No. at Risk
Sunitinib 86 39 19 4 0 0 Sunitinib 86 60 38 16 3 0
Placebo 85 28 7 2 1 0 Placebo 85 61 33 12 3 0

Raymond E, NEJM, 2011; Yao JC, NEJM, 2011
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9.36.Everolimus : (100/2/1 ~ 102/1/1) *&# 4 24

9.36.1.Everolimus 5mg %2 10mg (4-Afinitor 5mg% 10mg) (100/2/1 ~ 102/1/1 ~ 104/9/1 ~ 104/12/1 -
106/3/1) :

1 X o

2. 1& W AEILEA TN A L R A A }}3;,% » TR AT AER D (102/1/1)
(1) &% uﬁgiugg,p; es A L BN L ntakr o HOp AR R L 24P B o WHO 2010 4 #F A
Gl -~ GZ’% o
(2) FiEBRiraf TEIL2B BGRELFFECE (RECISTE AR ARBREF) -
(B) 2?7 LR L HEELHNH W Lo FE L o
(@) H TR AT RS D R UF RAAE VL0 o A S sunitinid @R € -
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42 T ipz > R A pZ I R g AP AR Y » F Y GopAU3B Y L Lo
104/12/1)
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104/12/1)
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2. .............

3. i E M ﬂ/z.-yxf—\,ﬁgﬁ),, ERARTIE AR S TR A ﬁ}%’mz\/\}ﬁaﬁ ,
PE' Bi‘;«\ £ 7 7 ¢ 1 (101/5/1)
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Q- Ep B ET P REED —-,g o

B)rv &E@r L ELRFSpMiREES o (102/1/1)
(4) iau.g;-”&- g*f,alg,é?r ,_E'%.q.g,@;n»;r_l, % o
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Oberg K and Stridsberg M. Adv Exp Med Biol. 2000.482:329-37
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PRRT: Mechanism of Action
Receptor

Metabolism

Lysosome
Endosome

Radiopeptide

sMC

FA ;\/xﬂ»‘\.ﬁ

Peptide Receptor Radionuclide Therapy (PRRT)
177Lu-DOTA,Tyr3]octreotate

Modified Somatostatin

<Higher affinity for somatostatin X‘"‘
receptors R
“+Gamma emission allow post-
therapeutic biodistribution studies

+PR, MR and SD responses are
reported in the majority of patients
“»Tumor regression was correlate with a

high uptake on Octreoscan imaging










LUTATHERA® Provides Longer Progression-Free Survival*

P l Progression-Free Survival
90 —
wutatHEra® PRRT Gy
95% CI
80 — 0.13-0.32
=<0.0001
S 70 Not
=~ Reached
2
e 60 —
=]
(/2]
f ol
w
: 8.5
B 40 — Months
o N=113, )
o Yo
g 30— ! 79
o [
|
20 ' Octreotide LAR 60 mg
1
) QT EMRE
= [ o
Octreotide LAR
|
0 | T | | ]
0 6 12 18 24 30
Months Since Randomization
No. at Risk
LUTATHERA®? 116 84 48 22 6 (0]
Octreotide LAR60 mg 113 57 21 6 1 0

*LUTATHERA® [prescribing information]. Millburn, NJ: Advanced Accelerator Applications USA, Inc.; January 2018.
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o« G1 FEENETs: &% Octreotide LAR 30 mg/A

s G2 PEENETs: =34 Octreotide LAR + Everolimus
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