ALK

Ver.4.00

West Japan Oncology Group

WJOG11919L

Prospective Multi-Institutional Observational Study of Brigatinib In ALK-rearranged
advanced NSCLC,

WJOG

641-8509

432-8580

2023 3 21

(
UMIN ID  UMIN000042439

ABRAID

(ver. 4.00)
)

Study

811-1

328



Ver.4.00

0.
0.1.
RBRREDE A & WETT - BROALKBEFEE 25 o/ MERalhs A O BE
KaM. b U< ERMIERAA | DRSEHY LT, b U < RmBt A A KGO
BlHT REHRE L TREINTN 3 2REBRELTTLIF=ThEEINTWS

e TLOFZTDRICALSF=T £
LRE 2R AHE LT I Rt e /DR R ABIDRE SN,
S F= ; : L R3REHR) ZOEDEBE-5RAI E LT
7Y F T E R TR Y5 F oy RS PR 7f?+f;§mﬁié%i
55— M ak—hA ak—+B
25 5 5
(50%1) (1006) (30f1)
4l i}
MRARTE (TR, AR TH)
(CLDNA/ B A /R AR) l, ‘
PRO-CTCAE (®Ex2H) = LTI UL IIR PV IR LR veeieeeees
oo || PRO-CTOAE (i 2m) |\||H\||HH|I\HHI|HHH| ]
E3-y

““““““““ 'ﬁ%% AW W ETE

EAERA: (BB DR (AEAER) (2 IR—

1. :
(#8) 2o PLOF IS (BEENN) ~TUJF—JERET (T A, BO®)..
3. JUDF IR (BNENN) ~RABRAET (£m— ) ;

) %‘?’f.&"}"‘f/f‘ %L\'C NHEAEREEE TE 20 & YRN

0.2.



Ver.4.00

Progression free survival: PFS

1) (Overall survival: OS)

2) (Time to Treatment Failure: TTF)

3) (Overall response rate: ORR)

4) (Duration of Response: DOR)

5) (Disease Control Rate: DCR)

6) (Central nervous system (CNS)-metastasis

overall response rate: CN-ORR)

7) (CNS-metastasis disease control rate: CN-
DCR)
8) (CNS-metastasis progression free
survival: CN-PFS)
9) (Cumulative incidence of CNS metastasis:
CICM)
10) (Cumulative incidence of CNS
progression(CICP)
11)
DNA(plasma DNA) FFPE DNA
(NGS)
ALK
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(Patient reported outcome: PRO) Health-related quality
of life (HRQoL) ECOG PS EORTC QLQ-C30 EORTC QLQ-LC13
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PRO(Electronic PRO: ePRO)
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