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- Lung-MAPSRERT(E, T7FFRAEICLZ—RBEEDOETRE LREIENARMNAZIIRIC, 2
FIER IS RE R IEETT 2504 MEEEI/INARERER (D T3HER) A5DRMMEI 25T THo

- 20, REFIVIRA> NESECREII2REEEEIELTENL, 3D0YTRERICEEINE

- RS- Y-V THIGEITEZITY, PIKBCAEGFER, CDK4/6EBILFER,
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BEOEITMHE X (SEFEDIENRRERTH A B E (I 2EE11/11MB5RER T D

- EYTER(IGRERNSBOTHD, TNTNALKISME, RETRRME, bTMBIBE, ROS1BEE, BRAF
V600Z R, EGFR exon 203 MEDRNABRECTLT, BERIRERBUL(ETOINMEHERZEET D
SHEICR>TWS
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Until PD
ALKt el Alectinib 600 mg PO BID

(n=78) *closed

Pre-screening
eligibility

Send FMI
=<18yo Blood sample

-unresectable stage IlIb/IV (FACT and
NSCLC bTMB testing)

Until PD
RET+ 2 Alectinib PO at 900, 1,200, or
750 mg PO BID (n = 50 - 62)

>

*discontinued

Until PD or loss of clinical benefit
1,200 mg IV q3w

—> | Randomization 1:1, n = 440 |

=measurable-lesion
= previously untreated(1-line)

It is possible for

investigators to receive the — Pt-ba(s4ed cl;emc:th)erapy
result of FACT analysis. SICICVESS

BN 00 R 0o, NCTOS1 70552 i
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1E (B9 93
- EEREARI N (CERTE B EZIB NI 2CLEREETHD. EEHHIER (ITXIZRTHD, RET
IWIVZACERAZTHRT7TO-F 23
- ZOESCTIYRIA— ARERFIEF O REF (LB RIER DI EEE— DD TN IA—LATF T
EN(CEHITEBI, RITRERICEDINS BN DSIRM (R TN AZFANT
W3
- —ATHRENIRIRICRED, 2 OUTHEN DI HRERETRONETSE, MBROSE ERAEmTA
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- AL OIRBSEICEVWTEYAY—JTO NI 2 AW TS M JA— h©RERH'EEESN TL\S

- RECOVRY:ERER(FZCOVID-19T ARUREE(CHU TV DI DBEOEREE T2 2N I 2128
O, MEEFEEICLZTOIMEIEERTIVNIA—LFRERTHD

- SRERTHA(E2DDT A ME TSN, S=¥054 METREBORBEEECEBREISN,
EBILAELZUEZDY MO—)LEUTERASERMEMENTE

- SBIERDBALUREB B 2 DEOT VY MECITTSE, BIAERUETocilizumabDEEE A E
I 2RERTHD

- COVID-19IC LB RBIANBFHAOURC L TR R ZIE8, COLIRT YR IA— LAHERCLDiEE
SEOIBMN - P IEHUR(ICSFEM T B EE T REL TWREE ZBND

I 38




) T5YrIA— Ltk o e N
O RECOVERYiEBRDFHA >

BER

- WEDOCOVID-19T AU EBEE W RICBENEBEOMR 2T TS
EEEEDS Y MEFTBIEER TS NI A— LGk ER

v 2020/03/19 : EEXEALA
v 2020/04/23 : 2EBIBD3>4 b1 (TocilizumabdR—k) &0
v 2021/01/24 : BEEFRGIEERICH UV Tocilizumabd/R—RClose

No additional treatment

1E§($§)5>9Aﬂ5 Dexamethasone
+  SARS-CoV-2R%Z:

2EIHDS YLt
FERSPINMENS

No additional treatment

(BLED) ‘ e e B
. BUECLIRER Lopinavir-ritonavir » ‘21ES|{§O§2'C(<L{§£;}JEH
ZREBURVR7H# . CgP > 75 m(;]/L Tocilizumab
« Ak Hydroxychloroquine** B
Azithromycin**
*2[8 B OS24 LALiBNEE(2020/04/23) DT H AV **RECOVERYERER 115 B & 8% (iB S h f=ZEF|
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> EEFHMEIAR : 28-day mortality, 25ET
> EERBANGEF (COVID-19/(> 73y %))
- EURY D TN YA EREHIBEREIRRRL
v O IOTIVIRRIR, ANVNEER, IJ1IMNAA0ZEE 2 INTARHA
- [TEBRLFZADEREEZ SR Z2BEZRGETE
- +3(358 AR (sufficiently strong) BRIETRZIBEATEINESN TREMNTIFHAZIRTE
> SBREIATE

- —DOEAEELLT
[28-day mortalityD20%K T Zmfllp =0.01THRE F190% LA L &2 2528 %55 E
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1EHZ 4 LEhB

- TEB®OIILME : 21,5506 T

+« CRP = 75 mg/L Tocilizumab

v TocilizumabJiR— MBEIVTLVE
2020/04/23~2021/01/24DE DEEF5IEL
- 2EEOI>ALME (TocilizumabdR—k)  : 4,116/

v TCZ+*?J_E~; 5{51\9,§:E¥ : 2022{5“ '1{107 — Tacilizurmab group

9) F5yhT— R B
S

> ﬁﬁmjﬁ | 2EBD I # K hik | No additional treatment

601 — Usual care group
v RAERIREE 1 209449 &
> EEFMEEB (28-day mortality, £%ET) £
f: y y: € T
- BEERIEERT 1 35% (729/2,094451) L. rE
- TCZ+REEBRRRY 1 31% (621/2,022(51) illlP Log Ak o0zt
- Rate Ratio : 0.85 (95%Cl : 0.76 - 0.94, p=0.0028) . L
Tocilizumab 2022 1736 1547 1445 1398
Usual care 2094 1735 1503 1410 13
_ Lancet. 2021 May 1;397(10285):1637 Figure 2
S
@
S

-2« RECOVERY:5&ZAFPDIEFHAREHR(CTE

> BEERSELOHBOER (—EkRE)

- RECOVERYGRER(I:BEFE DERARAER LLE L TUNE T 2B, TR MF(CRBBIRMBEINT
B, SHER TN ERHEERE(CBITZBIROSERUTBE(COVWTIIRFRN DO EEZZEHDD,
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LT —EDEARIRIFETHD.
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SHEEN TLVBCE(CHINR . BT REMH'E4,00045] (ZE$2,0000F2E) LAREDAE
FRERERER CHDCEBIEER . HERERRIEN S EFE T DFERICDOVT—EDFHIiZI TS (FATEE
Uz,

42

21



9 supme

BER

> YAF-70MINVERWBFIREVLTIRRRBROMBILZEF D, RHRILLZERD
FIFEREHRIE (T 2 B H(CHERT Y ( V& BIRTFEHBROT LM (integrity) ZIAR
SENNHBH, YAF-TORIINVERAVWSESRZERANBETHSD

> NA9Y MRERIZPOCZHUS TR HICANSNBZCENZVNERATD, HNNATERIIC
[EBEINNREVLEG (20~5041) THESRIZIES, MO AETOEEHEN
EREDEHEZERBUVTHABT LDOHERDIEEE LIF3 L5 8IF LT XORMME
»3
- COBE, NAERIOEBE)\IEREOE — 2 REUHETETIVCEMET T 275550 %0, —HleL
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> 20104F : Draft Guidance for Industry - Adaptive Design Clinical
Trials for Drugs and Biologics

> 2018%F : Adaptive Designs for Clinical Trials of Drugs and
Biologics Guidance for Industry
— DRAFT GUIDANCE

> 20194F : Adaptive Designs for Clinical Trials of Drugs and
Biologics Guidance for Industry

— FINAL GUIDANCE
‘ https://www.fda.gov/media/78495/download

ICHMEWS{E = E20 Adaptive Design
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7 RRARERE AL |
1 LB DETS :
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BT 0 oL
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e Acute Stroke Therapy by Inhibition of Neutrophils (ASTIN)
POE SRR RS
B WFHRIRPAESE (UK-279,276) ODAERIGEDIRS. EEAEDRE
BRTYC> ZHERIE. O SEANER, ZEER. 79070 AERIGHER
THmEE £ 590H#MScandinavian Stroke ScaleZ{tE (ASSS)
AR 7’51k, UK-279,276 (10~120mgD15FHE)
WEREE =mA1,30041
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