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s L T R

[ randomized ;:ontrolled trial/ open(maskinjg-r;‘;; us
ed)/ active control/ parallel assignment/ treatmen
t purpose

Key Inclusion & E
xclusion Criteria

ThDRRELE

IS5EROER o »Y ¥ %L

EROE &K 0 sy ¥ %L
HEALOESE M %Y C =L
WERHRE OB UTOTRTOEBSERLTEOET S,

g 1. FESNCRBINAERTE L EENEER

ETHIRE
2. HARBET I CEERA B, NICH. VEZ
TRTRER
3. EGFRAGEFERMEH (Exon19IRKER (Exo
n19del) £/ {fExon2 1 MRBRMAER (L58R) ) %
BHoBE

=L RARFICRASH DEGFREE D mutatio
NI EN I BEIIRAT D,
4. BB EBLUBRIIODVTERENIS TR
2MBAERFTNECE
5. MfaMmEENER, 2 TERARE. REF
yIRAVMEBRICLDMBARER T TULAY
2E

2L, R EROES THRMEN LI ED
REENHDBAICIE, BRIEATLERETOR
ERS5AMS24FBULEBLTVhIFEBETET
5.
6. EAEMBEEOEMM20EULTHS
7. ECOG Performance status(PS) #0-1T%
%
8. FEMBFMENRENTLS
BHRAF4IBUADBEBRKRET — 94 UTF
DEEEFLLTNE,

Inclusion Criteria

(BREEEELL 2BRGTOR—BRAR)
@ FhHE: =1500/ mm3
@ ~AEY/OKY: Z9.0g/dL

@ M/ iRE: =10X104/mm3
@ AST: =100 IU/L
® ALT: <100 IU/L

® BEYALYY: =1.5mg/dL

@ sL7F=v: =1.5 mg/dL

® Sp02:290% (room air)

*1272L.Sp02 < 90%THPaO2 = 60TorrTH
hida s

9. R 12FEMOBEITTQTc:2480msec
10. Respohse Evaluation Criteria in Solid T
umors(RECIST) ver 1.1 Ik SR EREFEST
BT ERNETEFREERTS

1. 37BUELDEENRAEND

12, XEREGHCHBRATO T+ RHEANFT
bhi-i BEFAPLXBILLIZAENEBLAT
w3

All of the fzt;l'ltva\'r;i}\'g';:gr;c'ii't'i;;s—must be satisfied.

1. Patients with non-squamous NSCLC pathologic
ally confirmed

2. Non-curable clinical stage 1B, IlIC, IV, or posto
perative recurrence

3. Patients with EGFR gene mutation positive (Exo
n19 deletion mutation (Exon19del) or Exon21 poi
nt mutation (L858RY))

4, The patient has been fully informed of the dise
ase name and condition by the doctor in advance
5. Patients who have not received anticancer treat
ment with cytotoxic anticancer drugs, molecular t
argeted drugs, and immune checkpoint inhibitors
6. The age at the time of obtaining consent is over
20 years old

7. ECOG Performance status {PS) is 0-1

8. Main organ functions are maintained

9. QTc: <= 480 msec

10. Having a measurable lesion or an evaluable un
measurable lesion by Response Evaluation Criteri
a in Solid Tumors (RECIST) ver 1.1

11. Expected to survive for more than 3 months
12. Patients have given written informed consent
after the study has been fully explained prior to e
nrollment

13
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1. BFERmEEOREEETHEE. TERE
CTTHLAEH MM ESHTIBE

2. EREEITOIREBEETSRELLLER
DRSS IRREIRTE | A M 1B R AREE L E
RoBVEEBIBBRETD

3. MEEEELSA TSRS
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Tk EE

4. BRBARPHANTFHESToEMEBES T
8E

5. KLF—VEpESTIMAK. MK LRKES
THRE FELKLF—YAE#IC7A
FULEBLTHERERFEELTWIBEIEE
BEdTa,

6. BER14A U EREFICSLBHEKRSE
MET-1BE BHNEHSERESE)

7. EDMEORMEIEETIRE

8 UABEBETLRMOBRET - ILFEDER
HBRELERTZ8E2

9. W RILB FERERLTWITEENHD K
o EERBRETIRBIAVEE

10, RERERFE A2 B -HEERICIUERER
ADOEGHNEMENITINSBE

M. 27O RA(TLR=VvREI0mETRHR
TR ERRAFITEH OB LLEREES
BTWwaEE

12, ERGBHEOREEETI8E

13. R ERBEABAHE(IVNO—LRRA
D BES-BEFRRE)ERTS BE

14, T HYEMHNFEY L HIRLLRE
MEDMNESSECE, ARBEEEES LRSS
BMNSFELNORBEREETHY, BAARKICL
YRl WM EhBCarcinoma in situ (LA
BV LRIMERNERLYORELEHEORN
EICEDENIELTS

2 FRVANABREORYBWIKOWTIRAT
DEYET S,

OHBc#itk and/or HBs A THBY-DNA
1.3 Log IU/mL (20 IU/mL)RK#H :WEETS. 7=
ZUHBV-DNADQE=#Y /2 MBICHIHVD
27OFI-NARETITE

@HBcHi ik and/or HBsHi k£ THBV-DNA
1.3 Log IU/mL (20 IU/mL)Bl L : B 7+ 0¥
FHESIHDICREINTOWSERIC VT
WRETSH, FOMICIEHBYV-DNAOE=S v I %
RBILHEIARWOOTOMI—LAERETITE
OHBs i RIBHE: TlE
-'-lj-F;a-t-iénts with a history of drug-induced lung inju
ry or patients with interstitial pneumonia that is evi
dent on chest CT

2. Patients with symptomatic brain metastases.

3. Patients with meningeal carcinomatosis

4., Patients with spinal metastases that require radi
ation therapy or surgery

5. Patients with pleural effusion, ascites or pericar
dial effusion that require drainage

6. Patients who received radiation therapy includi
ng lungs within 14 days prior to registration (inclu
ding palliative radiation therapy)

7. Patients with active multiple primary cancer

Exclusion Criteria

that require treatment

9. Pregnant, breastfeeding, women who may be ¢
urrently pregnant, or patients who are not willing t
o contraceptive

10. Patients judged to be difficult to enroll in this
study due to clinically problematic psychiatric / n
eurological disorders

11. Patients receiving continuous systemic admini
stration of steroids (low-dose steroids (up to 10 m
g prednin equivalent) or immunosuppressants)
12. Patients with a history of severe hypersensitivit
y

13. Patients with clinical complications (such as p
oorly controlled heart, lung, liver, kidney disease,
diabetes, etc.}

14. Other patients who are judged inappropriate b
y the doctor in charge

" 1 Active double cancer is synchronous double ca
ncer and metachronous double cancer with a dise
ase-free period of 5 years or less, equivalent to ca
rcinoma in situ (carcinoma in situ) or carcinoma in
mucosa, which is judged to be cured by local trea
tment Lesions should not be included in active do
uble cancer

* 2 Handling of hepatitis virus infection is as follow
s.

1)HBc antibody and / or HBs antibody positive an
d less than HBV-DNA 1.3 Log IU / mL (20 IU / mLI)
: qualified. Howevery, litigation treatment should b
e performed with careful monitoring of HBV-DNA.
2) HBV antibody and / or HBs antibody positive a
nd HBV-DNA 1.3 Log iU / mL (20 IU / mL1) or mor
e: Eligible for cases where nucleic acid analog pro
phylaxis is being administered appropriately. In th
at case, litigation treatment should be performed
with careful monitoring of HBV-DNA.

3) HBsAg positive: Not qualified

FH TR 20 bk
AT ——— T
F i R LERZL
T Tt e
321 St
e e e e SR

8. Patients with local or systemic active infections
15
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BEE) FEOONEAICITAREY T
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HYENBRNICEAEHELABAICE. TR
BEREARO L TARMKEIFBTIESND
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FIPF=T LA -3 (20mg/BEA)
FIAWF=T: LRI -2 (40mg/FER)
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B)RBTHEMERIEORELELLBATH. R
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@Grade2 b k- o fili Bl ¢
OMRAEEMENRLMEEZRL. SOI—I
ARERBTILVEHMRLZES
3) BENTOMI—LAROPLEERLHLES
OFBERCOBPENTETERNEHRICLY. B
FENTOMI—ILAROPIEEFRLUHARE
QOHEEREORENTETEZEMAICLY. BE
HTORI—=IAROPILEERLEEFE
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5) B&EE. FWELN WAL TOMI—ILARKT
NEEORFMICRDENMINHE
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Intervention(s)

Keyword EGFR, non-squamous epithelium, non-small cell, |
ung cancer, NSCLC
NADER ¥ Y [I” %L
BB (X R A#IFMULETT)T2
= [
NADRE FF=FT1HIB30mgH L<IZ40mgD AR %8s

AHRBERICESETHBOOhAThEREIC
ZYANF=T1H1E8OmgDRMICIELS,
Continue to take afatinib once a day at 30 mg or 4
0 mg for 8 months. If progression of the primary di
sease is not observed, switch to osimertinib once

a day at 80 mg.

ftA2—K / Code

Secondary Outcome(s)
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