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1) sk¢4 5. B Q2o FEAE. W=7 FFeE A 201614(2):47-53.

2) Park BB et al. Cytotoxic Chemotherapy for Non-small Cell Lung Cancer. Hanyang Med Rev 2014;34:31-36
3) AZEAMAE7E. 2015 #HoF 23F A4 Brbde) ®an 2016.1.

4) BAZAN, Z7HEEEAR] e BaA(20139 =7, 2015.12.

5) Weiss JM et al. Second-Line Therapy for Advanced NSCLC. The oncologist 2013;18:947-953

6) therdor e A3 (). o 3] (). << < (.
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HE SEER summary stage
4| o= g (LM AT 2009-2013 Year of
&| = ole diagnosis 2009-2013)
g # 2 | =2 | @A | =8
ZE of 89.0 | 72.7 | 19.7 | 54.0
A2 85262 1] Zaks 100.6 | 100.4 | 71.8 | 99.2
e 5380 2] ¢ 955 | 59.0 5.8 443
ATy 5408 IEE 953 | 80.4 | 19.0 | 59.8
_E.“Ef ol 7|EfetE et 40119 | 4 E" 582 31 8 M 1 66 |
I 7% 25+ 5| 7Y 97.9 | 90.2 | 36.8 | 83.1
I o=l 82517108 6|zt 516 | 17.6 | 2.8 | 23.4
I, = 1708 7| MEA 100.6 | 95.7 | 386 | 87.6
FglHde 1,700 =
- E" EE 29.7 | 13.6 1.7 10.4
: 4 , , o gl
] 5,000 10,000 15,000 20,000 9 7| E)I- I'::lL_II:_ 5_] 3 346 25 186
S X| 71
1o/ 121 507 | 685 | 535 | 681
El. F24 MIEE W, 32 A5 RRYHE 54 LIRS, B TRIER: %)
« AN ZES: ARG 717l sixle| ZEMYESS St M AF TS JIX|= ddkelyo J|of M=
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O AMHEES "Hig 7|8 et X2 & = X|Z o|=o ZAo| A=
=4 MM = Mol EAur &Kl Mo|AM H|AMEH &K} o
x| 2ol It HAMIZANMZ, 52 MEZ(Tumour cell; TC)t &<
Zl® MA MEZ(Tumour—infiltrating immune cell; IC)oll &&= PD-L1S
EMo 2 XIest= humanized monoclonal antibody®!.7)8)
- PD-L1 XIEte 2 THMZS iwzwﬂ Sk Mxzo| Mo Flu| s3s do{gte
2N EHXLe| HAAH|IT| S MEZE EO0|HOZ QIX|5H0] mfi|et = JUEE o
- PD-L12| °i®< (PD-L1)-(PD-1)Z} (PD-L1)-(B7.1)e Al3%t22 ZE£=
oAx[sto] TMZe| EHME ZSXIAIZ|o (PD-L29)-(PD-1) ASZt20| HEE]
o 2x med shAMo| RXIE = US.
(3) Mmoo Z AR EX|E
O AH™E2 np10)11)12)0]| A2 PD-L1 MM 2M ik A& Z1n} S0| $Ai=|0]
Uon], AARIZX|ZO|A LEA|H3)Z! H|AM|ZZH H4)15) 2EXe| X|Z0| AZSh
= 22 FHELD US.

- [REAI ] AAMXZX|E =M Cisplatin £2F0| 278t 4ol
atezolizumab, gemcitabine + carboplatin HE&8, pembrolizumab,
gemcitabine 52 A2E = JUS. 1X 0|FL| X|ZE(subsequent therapy)
= pembrolizumab, atezohzumab, nivolumab, gemcitabine, paclitaxel,
pemetrexed = H11

n01

— [H]AMZH Q] AARIZX| &0l w28 EGFR/ALK H0|7F AL & 4= @l

= MO|A d|AMEZH kel 1At I?— | X|=Z(subsequent therapy)2 A5t
U1 EGFR/ALK Hi0|7} Y= B TKI X|2=F EHA|o|= chemotherapy
So| AlEE AHI5lE, second progreSS|on°' A A2gs Hieh16)

7) Chen DS, Mellman 1. Oncology meets immunology: the cancer-immunity cycle. Immunity 2013;39:1-10.

8) Chen DS et al, Molecular pathways: next-generation immunotherapy—inhibiting programmed death-ligand 1 and programmed
death-1. Clin Cancer Res. 2012;18:6580-6587.

9) PD-L2%= o AxzolA F2 T o] WY vhg A A S FAlst] BEdshe 93e sk 2=y
10) Cancer immunotherapy principles and practice (2017)

11) IASLC Thoracic Oncology, 2e (2018)

12) Goodman & Gilman's: The Pharmacological Basis of Therapeutics, 12e (2016)

13) NCCN Guidelines Version 5.2017 : Bladder cancer

14) NCCN clinical practice guidelines in oncology v8. 2017: Non-Small Cell Lung Cancer

15) National Cancer Institute: Non-Small Cell Lung Cancer Treatment (PDQ®)-Health Professional Version, 2017
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(4) letAled 23t

=

— [IMVIGOR210]18) diZ 7|8t SIstQBEX| X
st 24 AN E= NMOA QEAT
330l 1200mg% Foist 24+ a7 2l
(ORR, objective response rate!9)2 27 Cf=Z(historical control
10%01| |, M| XA 15%(95% CI, 11 to 20; p=0.0058), IC
2/3T0HA 26%(95% CI, 19 to 37; p<0.0001), IC 1/2/370iM
18%(95% ClI, 13 to 24; p=0.0004)=2 L}EIHYS.

M = XMo|M Q@

— [IMVIGOR211]208 2 7|dt x| 2o Almjst 24 Z o
ZAE| S SIXIE Aoz ZRIQH|A H|W 3AF UAAY ZHD} =T

~—

(docetaxel, paclitaxel, vinflunine)oll H|sto{ 11X} HI}F X[ E(primary
endpoint)@l IC 2/3F0M MAH dH=7|2to] 11 1702 =7 10.670 &
e SAHAME FelskX| 24U} (HR=0.87, 95% CI, 0.63 to 1.21;
p=0.41) ™A =2tXTFoM= =T | M EI(|ZH0] SHHE2ZE 7|5t
A IHME(8.67H& vs 8.07H&, HR=0.85, 95% CI, 0.73 to 0.99;

p=0.038).
O H|AAM =ZH tnt 235101, AAHEZ2 docetaxel CHH| OS £9| A= 19
Mg 2.

- [OAK]2) =4 XM o= MOo|M H|AMEHQ X & MESM stst
QY XE2E 0o|Xo| B2 NSCLC stage llIB EE= IV &XHn=850H)E O
Moz AMHEE 1200mg/33F, docetaxel 75mg/m2/3FE H|wst 34 ¢
MAE 23, AXF "HIEK|Eel MAMET|ZHOS, overall survival) &4k

16) NCCN Guidelines Version 8.2017 : Non-Small Cell Lung Cancer
17) RECIST(version 1.1)oll &A% $Fd%(CR, complete response) == F-#HH-(PR, partial response)S YER= 3ka}o] HI&

18)Jonathan E Rosenberg et al. Atezolizumab in patients with locally advanced and metastatic urothelial carcinoma who have

progressed following treatment with platinum—based chemotherapy: a single—arm, multicentre, phase 2 trial. Lancet 2016;
387:1909-20.

19) RECIST(version 1.1)o A% +AuH-S-(CR, complete response) =& F-#HHS(PR, partial response)S YWERNE $x}e] H&
20) EMEA®] Al&® AL NS 34 A=

21) Rittmeyer A et al. Atezolizumab versus docetaxel in patients with previously treated non-small-cell lung cancer (OAK): a
phase 3, open-label, multicentre randomised controlled trial. Lancet. Lancet. 2017 Jan 21;389(10066):255-265.
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2 MAHEEA(n=425)0lM 13.87H&, docetaxel®(n=425) 9.67H& COiH| &
olgt 7I|ME EXRZS(HR=0.73, 95% CI, 0.62 to 0.87; p=0.0003).

= (PD-L1 2§80 w2 stOE +£4) MAMYEZIZHOS, overall
survival) g2 TC2/3 or 1C2/3 oM AHEEZZ 16.370¥,
docetaxel 10.870&€ =2 LIEIGHS(HR=0.67, 95% CI, 0.49 to 0.9;
p=0.0080).

- [POPLAR]22) 84 g7 slsteioz x|z g2 ol s Y == o
O|M H|&Mz=ZH BXE Of&(nh=284)22 AHE 1200mg/3F,
docetaxel 75mg/m2/3FE H|uwst 24F AAMAIHE Z1f MMMET|ZH
(OS, overall survival) g2 AMEEZEF(h=144)dM 12670,
docetaxel(n=143) 9.770& tid| Felet 7iME EXZ(HR=0.73, 95%
Cl, 0.53 to 0.99; p=0.04).
= (PD-L1 w§go mME sHIE &4) JTAYEZ[ZHOS, overall

survival) Y42 TC2/3 or I1C2/3 THM MEEZ 15170,
docetaxel 7.470Y ChHH| FoIst 7HME E¥S(HR=0.54, 95% ClI,
0.33 to 0.89; p=0.014).

22) TFehrenbacher L et al. Lancet. Atezolizumab versus docetaxel for patients with previously treated non—small—cell lung cancer
(POPLAR): a multicentre, open—label, phase 2 randomised controlled trial 2016 Apr 30; 387(10030):1837—46

_7_



=l
A L 2 At ef23)24)

- & 2FM|= NCCN Zlo|=22lo| M category 2AER FHED
UM HEE2E M X|ESEHol SHEQEE ) T|E SteteH O]
B2 0| 7|t =lct= 974,

@ H|AAM| ZH 2+25)26)

-olilE kM= 1) I 2" S oM F oY MBS (F2 MM E=
Mol H|AMzZH)I FAIZZE =11, 2) NCCN & =Lie| 7ho|=2f2l
oM H1 MELT7E Y 2FMl(atezolizumab)2t S5 &M E 12{&t
mf 22 HdstebA 2l pembrolizumabZt nivolumabS A 7S 24 Z 2
= 0| El=tsio] 34 %’éAI°4(OAK trial)2 Ssll 0Sel 7HM 2 72
5t X2 §31E QZSst9 10 1A 22F0| ost mMolM It =ZsHM
TE(HY, "jHg)ol 2ARQI0| AESE = A= EEO| AUcks of7dgl.

O tEES "R BN EE Hol uLNER, IR DAY ==
MolM emalmelol s7lwe o=, A olY M2Zo| ALRE &
S omioh Bmznisiof slof O kY S8 meiAl ohsl 2udo

z Ab BEEA] E

23) tizh) ) zeks (il )

24) gigzdizets (I )

25) disteets] (I )

26) ohkabe a1 ) /)<< ()

27) ABAA A A Eoﬁ}u Aol dist Qgole] H871E @ el dig AFARE AR FNARE L
(2017.11.1. AJ&) I.8et3lste 2. vl A4 EH 9 >nivolumab, pembrolizumab %

28) AR A A Folate Al digh adgoe] ALviE 2 uhgd] uigh MR AR FAAETL
(2017.11.1. A& 1.gkk3lstew 14, W49 gemcitabine W5 29

&

of %
o

_8_

oL
e}

-
L

3 A2017-228%

A|2017-228%.



o =
=0{7|&= 4 Z1f
2243 gt
14. gtZol(Bladder cancer) — [27 SUAE =5 2]
OeH glote SFofcH At FOiCH | o
PD-L1 2k 2FM(immune cellollAf gt
5 H|8 =>5%" 2)O|D1A-| B J|d} 515+
HA x| =0l Alafjst =Z4 XA = MOl
, A @ Z4H| K urothelial carcinoma) ot
4 atezolgumab (842 7 |ulo| MBI Ol AasHTomS o P
l_ - o S
Hi= == 0= F0{ Z2 = 670 Ofuhof] Ayt
AT oM
%O0|™M PD-1 inhibitor & MAZZMA X2
£ HIX| 22 40 skeh
F1, HA 22K A (nivolumab, pembrolizumab )= OAHX| 28t 22k 4 So| 712 Ab
2ol o2 7F%§F o|Z7| 2ol M ertx|ZHof st X|Alnt AEo| SE8H o Atol ol
SF0iz|0fof 5ln{, QATZ0| AMA| FHE Sof st XIRE ALEHAMAIHIIZ A M &5t
ofof stct,
=0{21 & 7|2k Ct2oll St 7IX| o|Atol| S ESt= 7|2 & AZ2SE EH Bk}, 2 =
= WWEd|z, "welnp M2o7F zH 121 o|Akel 7| &
<C} 2>
@ ‘229 Zof st HEof| w2 X|AS2MHE o|Ate| 7|2t
@ ‘| ol wE AME],
@ ‘EARM Ol AN EQielA o|2XIER o w2l MEE SHEIXIEio|stelol Aloll o|Ft 2
|2
S0{Q1 A 7|7k 1R (B, AHEZTMA| SEhH Zofel™ st=|, 14 Lol =|Xo| Fof 7|7t
of cHst Atz o| wE Al X5 ARSI =i 2422 &
FO{CHAL PD-L1 & E 52 biomarkerg 22510 Fo{tijAlsS MAsSE, ME 2BE £
Mol w2l g2 Mas = US
APZRE] QAT || M M ETH FojAAHE S &835to] 5ot 2 2EREo| st 2UEH
ZS MAAE = QS

Z2. VENTANA PD-L1

(SP142) Assay &4 Al




@ H|a=M| =5 2t

2. H| A=A ZH 2H(Non-Small Cell Lung Cancer) — [2

{ 2 H (palliative)

4]

— stage IIIA OIS Z 2} odHH(19, 20H H|2])2| Fotaof|

no <o !
p| -, N am_u
10 _l__u X
- = __o_
2 st 7
- 2 A
=< o T N0
&l EiR ol
o . i Ir__o
_ ol 0 o8
: U K
Q o ol al
o\ ofl
© o
S K5 0w
<0 E._ > o _b._ —
_ K K
To o o K
© N = ol T or
e o W KO
(@) I-
o & 7 b O ar
= o — . RO gl
T 3 o
e Bzl
- [El =] =
oy YU 55
0 __ < 9
o U E T
ol ol c ® of o
o Lo X
U G H e Rl
L 1 W ol W o
a ~ X X
@
! S
o E
o S
100 O _
©
4l —
T o\,

70l

5=
A

x

F

A
o

)= o

=
o

M Xl (nivolumab, pembrolizumab, atezolizumab

g | =]
(E!".:"Tr_—g]l

1. ™

=~
T

7
10

00

00
<0
Mo

~NJ

ol
ujo

e

ol
0{0

I+

ulo
)

|_.1
10

i &0f=l0fof 5toq,

<]

o[ Atol| 2]

K

Stofof etct.

=
=

off Al |

2%t

7txl ol

g0 5

b C}

i
—

=0{eld 7

oo

< ct

J

xS IME ofakel 7@

e,

b

ol
|

k2| ol o

b

ol

@ -

2| = of

t=l, 14 Lol

5]

GRS

of of ZFE Al X}

o2 ddstE, Al

| biomarkerE &t23to] Fo{CH

oll

ol M A &5t

7|

more of

or

5%

on

expression
tumour—infiltrating immune cells

PD-L1

TC2/3 | PD-L1 expression on 5% or more of tumour cells

1IC2/3

T4. VENTANA PD-L1(SP142) Assay &At

_10_



-

(8) H2IZ £ 33

O RXMHM$ES A7 ZI} = 0|2, AQQA, HZ

_

12

i R =of U,

O Hel= "tz

— NICE, PBAC, CEDAC, SMC: &7} Z1} gl=.

_11_



