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B-cell acute 405 pts CR: (34% vs. 16%, 245 kg (continuous IV
lymphoblastic blinatumomab P<0.001) and with infusion) Induction cycle 1: 9
leukemia, (271 pts) or respect to CR with full, mcg/day IV on days 1-7 and
Relapsed or chemotherapy partial, or incomplete 28 mcg/day
refractory, CD19 | (134 ps), 376 pts | hematologic recovery IV on days 8- 28, followed
(+) disease received at least | (44% vs. 25%, P<0.001). | by 2 wks of no treatment

one dose. Blinatumomab vs 245 kg Induction cycle 2: 28

NEJM 2017; mOS :7.7 chemotherapy mcg/day on days 1-28
376:836-847 (blinatumomab EFS: (6-month followed by 2 wks of no

treatment

patients with B-
cell precursor
ALL in first or
second complete
remission with
MRD 2 0.1%

Clin Cancer Res
(2019) 25 (2):
473-477

>3 chemotherapy
blocks of standard
ALL therapy (e.g.,
induction,
intensification,
and
consolidation),
were in

morphologic CR

MRD Response Rate:
CR1:85.2% ; CR2: 72.0%
Relapse-Free Survival
(RFS): CR1: 35.2 months;
CR2:12.3 months

ADR : pyrexia, infusion-
related reactions,
headache, infections,
tremor, and chills.

months P<0.001), >45 kg Consolidation cycles
(chemotherapy) | mDOR (7.3 vs. 4.6 3-5:28 mcg/day days 1 -
P=0.01). months). A total of 24% | 28 followed by 2 wks of no
underwent allogeneic treatment
stem-cell 245 kg Continued therapy
transplantation. cycles 6- 9: 28 mcg/day on
ADR = grade 3, (87%vs | days 1 - 28 followed by 8
92% chemotherapy wks of no treatment
group.)
Treatment of BLAST; Single-arm trial with 86 Continuous intravenous
adult and NCT01207388) pts in CR1 or CR2 with infusion over 4 weeks,
pediatric Pts: 86 MRD 2 0.1% followed by a 2-week

treatment-free interval.

15 pg/m2/day (equivalent
to the recommended
dosage of 28 pg/day for
patients > 45 kq)
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adult and
pediatric
patients >1
month with
CD19 (+)
Philadelphia
chromosome (-)
B-cell precursor
acute
lymphoblastic
leukemia in the
consolidation
phase of
multiphase
chemotherapy.

RCT phase 3

Pt: 224 (age 30-
70) randomized
1:1)

BCR: ABL1 (-)
indicating fusion)
who had MRD (-)
<0.01% after
induction and
intensification
chemotherapy to
receive 4 cycles of
blinatumomab in
addition to 4
cycles of
consolidation
chemotherapy or
to receive 4 cycles
of consolidation
chemotherapy
alone.

NEJM
2024;391:320-333

Adding
Blinatumomab+chemot
herapy vs chemotherapy
The 3-year OS: 84.8%
vs 69%

The hazard ratio [HR] for
OSwas 0.42.

In a later analysis

the 5-year OS: 824 %
vs 62.5%

The hazard ratio : 0.44

two cycles of blinatumomab
at a dose of 28 ug per day
for 4 weeks with a 2-week
interval between cycles,
followed by four cycles of
chemotherapy and two
additional cycles of
blinatumomab

* mPFS: median progression free survival; ORR: Objective response rate; DOR: duration of response,

CR :complete response, MDR: The median duration of response, Event-free survival (EFS), DC:

Disease control OS :overall survival, mOS : median overall Survival RCT :Randomized controlled

trial , ADR : adverse drug reaction)
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v EM#ZE : blinatumomab 9 mcg/day 3% 5 mcg/m2(FE /NS 45 A
fr) - ZEWERE L RARBEBRESE - OIHEINE 28 mcg/day 3¢ 5
mcg/m? (FE /N 45 AFT)
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BIE BRI LB T RS RE R B XA (FEE
B SEURRIER : KAIFEE -
B OB EREBA-RUULBKAFE -

> BFEM EENFRER LA TETRE  THORERPES-19X -

AEMERSE  BERA - AAOBEE RN E R - ABinfermation 2022

ﬁﬁﬁﬂsgggﬁ




> BIMIKET : &FF blinatumomab -

PRME K - FEVEARRE(REF | OBEZREFE A blinatumomab -
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Anti-CD3 M - B B A0 CD19 KA
j’mker B T 4R CD3 &8 - ABE T Al
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CD19 /' Granzymes leukemia in adults
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Apoptosis and
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	* mPFS: median progression free survival; ORR: Objective response rate; DOR: duration of response, CR :complete response,  MDR : The median duration of response,  Event-free survival (EFS),  DC : Disease control OS :overall survival, mOS : median over...
	 腎功能不全者劑量調整：
	 CrCl ≥30 mL/min：無需劑量調整。
	 CrCl <30 mL/min：沒資料。
	 肝功能不全劑量調整： 若轉氨酶超過五倍正常值上限或膽紅素超過三倍正常值上限應暫停治療。
	 細胞素釋放症候群： 細胞激素釋放症候群為一種可能威脅生命的症狀，通常在給藥後兩天發生，表現為發燒、頭痛、噁心、虛弱、低血壓、血清轉氨酶上升、膽紅素上升、瀰漫性血管內凝血。這些症狀可能和輸注反應、毛細管滲漏症候群、巨噬細胞活化症候群、噬血球性組織球增生症等疾病的症狀重疊，因此應請病人注意相關症狀。
	 神經毒性：在臨床試驗當中，神經毒性發生在超過2/3的病人身上，這些神經相關的副作用可能相當嚴重並危及生命，平均發生時間為給藥後兩週，表現為頭痛、顫抖，也有可能發生更嚴重的腦病變、痙攣、語言障礙、意識轉變、混亂、失去方向感、及平衡失調。病人可能在治療期間失去意識，因此應避免駕駛或操作危險器具。通常停藥後症狀會改善。
	 肝毒性：短暫的肝臟酵素上升可能會發生，平均發生時間在3-19天。
	 白血球低下：暫停blinatumomab。
	 胰臟炎、腫瘤溶解症候群：可能須暫停使用blinatumomab。
	 感染：臨床試驗中約有四分之一的 ALL病人發生嚴重感染，如敗血症、肺炎、菌血症、    機會性感染和導管相關感染（可能危及生命或致命）。 酌情考慮預防性使用抗生素。 如果發生感染要及時治療。
	 腦白質病變：腦白質病變（如 MRI 所示）的報導，特別是在那些先前接受過顱內放療  和抗白血病化療（例如，大劑量methotrexate 、鞘內注射cytarabine )的病人。
	 存在潛在的顯著藥物交互作用，需要調整劑量或頻率，附加監測和/或選擇替代療法。請查閱藥物交互作用資料庫以取得更多詳細訊息。

