


 

ԍҌ ℗

̂NSCLC̃ ѿ Ȃ 

 

ԍ ᵣ̂



₮ Ҍ Ȃ 

ԍ  

╕ ҹ 4.5 mg/kg 300 mğ 3 1 ̆ ⌠

₮ Ҍ Ȃ 

ԍ ℗  

╕ ҹ 4.5 mg/kğ 3 1 ̆ ⌠ ₮ Ҍ

Ȃ 

⌠ ῖ ̂ᶛ ̆ ∆₃ҩ ῤ ₮
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ⱴ ⁞ ╕ Ȃ Ả ӄẢ 1Ȃ ῏ᾧ ῏ Ҍ
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Ả ̆ Ҍ

0-1  

4  ӄẢ  

 

2 ̆ ‏ ̂AST ȁ̃Ҙ

̂ALT̃ 3-5 Ṑ ṿ҉

̂ULÑ ̂TBIL̃ 1.5-3 Ṑ ULN 

Ả ̆ Ҍ

0-1  
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Ҍ  
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Ả ̆ Ҍ
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ӄẢ  

ᵞ

ᵞ 

3  
Ả ̆ Ҍ

0-1  

4  ӄẢ  
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2 3  
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Ả ̆ Ҍ

0-1  

4 ᴋᵥ ≢  

3 4  

3 4  

4 ῒזᾧ ῏ Ҍ  

ӄẢ  

Ҍ

 

3 4 ̂ ῤ№ ̃ 

12 ῤ 2 3 Ҍ

⌠ 0-1 ̂ ῤ№ ̃ 

12 ῤ ≤10 

mg/ ╕  

ӄẢ  

 
2  

ᵞ Ả ̆

℗  

3 4  ӄẢ  

̔Ҍ Ҥ ᶭ Ҍ Ԋᴆ ᵀ ‰ 5.0

̂NCI-CTCAE v5.0 Ȃ̃ 

* ⌠ 0-1 ῃ Ҍ Ȃ 

ֲ  

ⱳ Ҍῃ 

ԍ ᵣ ⱬꜚף № ̆ ⱳ Ҍῃ ╕ Ҭ̆

ⱳ Ҍῃ ᵀȂ ⱳ Ҍῃ Ҭ Ȃ

Ҭ ⱳ Ҍῃ Ҋ Ȃ 

ⱳ Ҍῃ 

ԍ ᵣ ⱬꜚף № ̆ Ҭ ⱳ Ҍῃ ╕ Ȃ

ⱳ Ҍῃ ̆ ⱳ Ҍῃ Ҋ



Ȃ 

ᾙ ֲ  

18 Ҋᾙץ ֲ Ҭ ῃ Ȃ 

ֲ  

ֲ̂65 ̃҉ץ Ҋᶏ ̆ ╕ Ȃ 

 

 ╕ ᵣ ̕ 

 ᶏ ׆ ̂0.9% 100 mL̃Ҭ ᵣ

̆ ̕ 

 ᶏ ׆ Ҭ ᵣ ̆ῃ ῀ Ҭ  ̕

 ╠̆ 0.2~5 μm ῤ Ȃ

ҹ 100 mL̂ 25 /№ ̆ ῏ ץ

̃̕ ῏Ҍ ̆ ҹ 30 №

̂±10 № ̃̕  

 ̆ ᵬ ̆ ‖ Ȃ 

׆ ̆֟ └ ᶏ Ȃ Ҍ ᶏ ̆ᶏ

ᴋḠ ᶏ Ҭ ᴆ Ҥ̆ └ ᴆҊ

Ȃ Ҋ └ ̆ 2~8 ℃ ᴆҊḠ 24 ̆ 24

ᴆҊ Ḡ 6 ̂ Ȃ̃ 

ȍҌ Ȏ 

ӥҌ ԅ ҳ Ҭ ⌠ ∞ ҹ ҍ ῏

Ҍ ᵌ Ȃ ԍҳ Ҍ ᴆҊ Ҍ̆ ҳ Ҭ

⌠ Ҍ Ҍ Ӟ̆ Ҍ ҳ Ҭ

Ȃ 

ῃ  

 

ῃ 2 ҳ ̂HLX10-001̆HLX10-004-

NSCLC303 ╕ ֜ ⌠ ̃̆ ῍ 163 ᶛ Ȃ

̔ 98 ᶛ̆ 9 ᶛ̆ 8 ᶛ̆ 7 ᶛ̆



ȁ ȁ 3 ᶛ̆ ȁ ȁ ȁ

Ҋ 2 ᶛ̆ץ Ӳ ȁ ῒז 12 ᶛȂ 

ῒҬ 3 mg/kg 2 ѿ ȁ4.5 mg/kg 3 ѿ ╕҉ץ

156 ᶛ̆ № Ҭ̆59.6% ≥6 ҩ ̆

26.3% ≥12 ҩ Ȃ 

3 mg/kg 2 ѿ 4.5 mg/kg 3 ѿ ╕҉ץ

156 ᶛ Ҭ̆ ≢ Ҍ ҹ 67.9%̆ ≥5% Ҍ

̔ ̂9.6% ȁ̃Ҙ ̂9.6% ȁ̃ ‏

̂9.0% ȁ̃ ⱳ ⁞ ̂8.3% ȁ̃ ̂7.7% ȁ̃ ̂7.1% ȁ̃ӎ

ⱬ̂ 6.4% ȁ̃ ̂6.4% ȁ̃ ⁞ ̂5.8% ȁ̃ ̂5.8% ȁ̃ ̂5.1% ȁ̃

̂5.1% ȁ̃ ̂5.1%̃ ̂5.1% Ȃ̃ 

3 Ҍ҉ץ ҹ 17.3%̆ ≥1% ̔ ̂3.8%̃̆

̂1.9%̃̆ ᵞ ȁ ȁ ȁ ȁ ȁ ȁ

‏ ȁ ̂ 1.3% Ȃ̃ 

ҍ  

ῃ 5 ҳ ̔HLX10-002-NSCLC301ȁ

HLX10-004-NSCLC303ȁHLX10-005-SCLC301ȁHLX10-007-EC301 HLX10-

006-GCneŏ῍ 1635 ᶛ Ȃ 214

ᶛȁ 358 ᶛȁ 389 ᶛȁ 382 ᶛ

292 ᶛȂ1253 ᶛ ԅ 4.5 mg/kg 3 ѿ ̕382 ᶛ ԅ 3 

mg/kg 2 ѿ Ȃ53.6% ≥6 ҩ ̆31.4%

≥12 ҩ Ȃ 

1635 ᶛ Ҭ̆ ≢ Ҍ ҹ

81.5%̆ ≥10% Ҍ ̔ ̂34.7% ȁ̃Ҭ ᵞ

̂32.8% ȁ̃ ᵞ̂31.4% ȁ̃ ᵞ̂26.2% ȁ̃Ҙ

̂19.9% ȁ̃ ‏ ̂19.6% ȁ̃ ̂18.6% ȁ̃

ⱳ ⁞ ̂16.0% ȁ̃ ⁞ ̂15.2% ȁ̃γ ̂12.8% ȁ̃ ̂12.4% ȁ̃

̂12.2% ȁ̃ ̂11.1% ȁ̃ ⱳ ̂10.5%̃ ̂10.0% Ȃ̃3

Ҍ҉ץ ҹ 38.4%̆ ≥1% ̔Ҭ ᵞ



̂14.9% ȁ̃ ᵞ̂9.1% ȁ̃ ̂8.9% ȁ̃ ᵞ̂7.9% ȁ̃

̂3.9% ȁ̃ ᵞ̂2.4% ȁ̃ᵞ ̂1.8% ȁ̃ ⱳ

̂1.7% ȁ̃ ̂1.7% ȁ̃Ҙ ̂1.6% ȁ̃ᵞ

̂1.3%̃ ‏ ̂1.0% Ȃ̃ 

Ҍ  

2 ↓₮ԅ ≠ ҳ Ҭץ ̂163 ᶛ̃ ҍ

̂1635 ᶛ Ҭ̃ ⌠ Ҍ ̆ ҉ ᶏ Ҍ Ȃ

ӈҹ̔ № ̂≥1/10̃̕ ̂≥1/100 <1/10̃̕ Ẽ ̂≥1/1000 <1/100̃̕

̂≥1/10000 <1/1000̃̕ № ̂<1/10000̃̕ ̂ ׆

ᵀ Ȃ̃ ҩ № ῤ Ҍ̆ ׆ ⌠ᵞᶭ ↓Ȃ 

2 ≠ Ҍ * 

  ҍ  
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ȁ  

№  / x 

 xȁ yȁ

 

zȁ yȁ  

Ẽ  / ȁ ȁ Ḇȁ ȁ

ȁ ȁ ȁ ȁ

ȁ ȁ ȁ
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 ȁ ȁ ȁ aaȁ ccȁ
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Ẽ  / ȁ bbȁ ₮ eeȁ

ȁ gggȁ Ҍ ȁ ȁ

ȁ ffȁ eeeȁ ₮ ȁ

ȁ ȁ ԋ ȁ  

 

№  / ⱳ hh 

 ⱳ hhȁ ggȁ  gg 
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Ҋ  
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  ҍ  
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Ẽ  / ⱬȁ̓͂ nnȁ ὅ ȁ῏

ȁ ᵣҌ ȁ  
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b. ᵞ̂ ᵞȁ ⁞ ̃ 

c. ᵞ̂ ᵞȁ ⁞ ȁᾧ ⁞ ̃ 

d. Ҭ ᵞ̂ Ҭ ᵞȁҬ ⁞ ȁҬ №

ᵞ̃ 

e. ᵞ̂ ᵞȁ ⁞ ̃ 

f. ⱳ ⁞ ̂ ⱳ ⁞ ȁᾧ ׃ ⱳ ⁞ ȁҬ ⱳ

⁞ ̃ 

g. ⱳ ֚ ̂ ⱳ ֚ ȁᾧ ׃ ⱳ ֚ ̃ 

h. ̂ ᾧ ȁ ȁᾧ ׃ ̃ 

i. ̂ ȁ ⱳ ̃ 

j. ҉ ̂ᾧ ׃ ҉ ⱳ Ҍῃȁ ҉ ȁ ҉ ⱳ Ҍ я ̃

O�Å h.   j.  j.

 

 

 

h.   h.  

 h.   h.   



dd. ̂ ȁ ȁ ȁ ז ȁ ̃ 

ee. ₮ ̂ ₮ ȁḂ ȁ҉ ₮ ȁҊ ₮ ̃ 

ff. ̂ ȁᾧ ׃ ȁ ̃ 

gg. ̂ ᴴȁ ȁᾧ ׃ ȁ ȁ ᴴȁ  ̃

hh. ⱳ ̂ ⱳ ȁγ- ȁ ȁ ȁ

̃ 

ii. ̂ ȁ ȁ ȁ җ ̃ 

jj. ̂ ȁ ȁᾧ ׃ ȁ ȁ ȁ ȁ

̃ 

kk. ̂ ȁ ⁞ ̃ 

ll. ̂Ҭ ȁ ̃ 

mm. ̂ ȁ ȁ ȁ ȁ ȁ ᵣ ȁ ȁ̓͂ ̃ 

nn. ῏ ̂῏ ȁ ῏ ȁ ῏ ȁᾧ ׃ ῏ ̃ 

oo. ̂ ȁ ₮ȁ ȁ ₮̃ 

pp. ̂ ȁ ȁ ̃ 

qq. ̂ ᴴȁ ᴴȁ ȁ ȁᾧ ׃ ȁ ⱳ ȁҬ

ȁᾧ ׃ ̃ 

rr. ӎⱬ̂ Ꞌȁӎⱬȁ ̃ 

ss. ̂ ȁᵣ ̃ 

tt. ̂ ȁ ȁ ȁ ȁῃ ̃ 

uu. Ҍ ̂ Ҍ ȁ ȁ ̃ 

vv. ̂ ȁ ȁ ̃ 

ww. ῒז ̂ Ӳ ȁ ȁ ȁ ȁN

≠ ⱴȁ ȁ ȁ ≠ ȁC

ȁ ȁα- Ҁ ȁ ᵞȁ (a) ȁ

ȁ ᵞȁ ᵞȁ ᵞȁ

ᶝ



ⱴȁ ȁ I ȁ T ̃ 

bbb. ̂ T ȁ QT ȁ ȁ

ȁ ȁѿ ᴰ ȁ ᴰ ȁ ST ᵞȁ

ST ȁ ST-T ȁ ST ȁ ȁ T

ᵞȁ T ṕ ȁ QRS ȁ Q ȁ P ȁ

PR ̃ 

ccc. ₀ ⱳ ̂ ₀ ȁ D-ԋ ᵣ ȁ ȁ

ȁ №₀ ȁ₀ ȁ №₀

ȁ ‰ ȁ № ֟ ȁ ᵞ̃ 

ddd. ῒז ̂ Ҭ ⱴȁ ȁ ȁ ₮ȁ

̃ 

eee. ̂ ȁ ̂ ̃̃  

fff. ̂ ȁ ṕ ̃ 

ggg. ̂ ȁ ȁ ̃ 

hhh. ̂ ȁ ̃ 

iii. ⱬ ̂ ⱬ ȁ ̃ 

jjj.   ꜚ ̂  ꜚ ȁ   ȁ  ꜚ ̃ 

Ҍ  

Ҍ Һ ԍ҉ 6 ҳ Ҭ 1798 ᶛ ῃ

Ḥ ̆ῒҬ 163 ᶛ ̆1635 ᶛ ȂץҊḤ

ԅ ᾧ ῏ Ҍ Ȃᾧ ῏Ҍ ȍ

Ԋ ȎȂ 

ᾧ ῏  

Ҭ̆῍ 84 ᶛ̂4.7%̃ ᾧ ῏ ̆ῒҬ 1

ҹ 13 ᶛ̂0.7%̃̆ 2 ҹ 43 ᶛ̂2.4%̃̆ 3 ҹ 20 ᶛ̂1.1%̃̆ 4 ҹ 3 ᶛ

̂0.2%̃̆ 5 ҹ 5 ᶛ̂0.3% Ȃ̃ 

ᾧ ῏ Ҭᵝ ҹ 4.42 ҩ ̂ ̔0.03-34.53 ҩ ̃̆

Ҭᵝ ҹ 1.81 ҩ ̂ ̔0.10-32.03 ҩ Ȃ̃25 ᶛ̂1.4%̃ ӄẢ

̆46 ᶛ̂2.6%̃ Ả Ȃ48 ᶛ̂2.7%̃ ╕

̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ 71.88 mg/ ̂ ̔

33.4-225.0 mg/ ̃̆ Ҭᵝ ҹ 1.17 ҩ ̂ 0̔.03-43.99 ҩ Ȃ̃

24 ᶛ ̆ Ҭᵝ ҹ 2.43 ҩ ̂ ̔0.16-32.03 ҩ Ȃ̃ 



ᾧ ῏  

Ҭ̆῍ 20 ᶛ̂1.1%̃ ԅᾧ ῏ ̆ῒҬ

1 ҹ 10 ᶛ̂0.6%̃̆ 2 ҹ 6 ᶛ̂0.3%̃̆ 3 ҹ 4 ᶛ̂0.2%̃̕ 9 ᶛ̂0.5%̃

ԅᾧ ῏ ̆ῒҬ 2 ҹ 5 ᶛ̂0.3%̃̆ 3 ҹ 4 ᶛ̂0.2% Ȃ̃ 

ᾧ ῏ Ҭᵝ ҹ 2.73 ҩ ̂ ̔0.03-30.55 ҩ ̃̆

Ҭᵝ ҹ 0.23 ҩ ̂ ̔0.03-3.02 ҩ Ȃ̃2 ᶛ̂0.1%̃ ӄẢ

̆2 ᶛ̂0.1%̃ Ả Ȃ3 ᶛ̂0.2%̃ ╕

̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ 100.00 mg/ ̂ 5̔0.0-

250.0 mg/ ̃̆ Ҭᵝ ҹ 0.13 ҩ ̂ ̔0.03-0.20 ҩ Ȃ̃ 16 ᶛ

̆ Ҭᵝ ҹ 0.21 ҩ ̂ ̔0.03-3.02 ҩ Ȃ̃ 

ᾧ ῏ Ҭᵝ ҹ 5.65 ҩ ̂ 1̔.81-17.87 ҩ ̃̆

Ҭᵝ ҹ 2.91 ҩ ̂ ̔0.99-7.49 ҩ Ȃ̃2 ᶛ̂0.1%̃ ӄẢ

̆7 ᶛ̂0.4%̃ Ả Ȃ6 ᶛ̂0.3%̃ ╕

̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ 80.00 mg/ ̂ ̔

50.0-100.0 mg/ ̃̆ Ҭᵝ ҹ 1.43 ҩ ̂ ̔0.36-34.73 Ȃ̃ 5

ᶛ ̆ Ҭᵝ ҹ 2.30 ҩ ̂ ̔0.99-7.49 ҩ Ȃ̃ 

ᾧ ῏  

Ҭ̆῍ 9 ᶛ̂0.5%̃ ᾧ ῏ ̆ῒҬ 1

ҹ 1 ᶛ̂ <0.1%̃̆ 2 ҹ 3 ᶛ̂ 0.2%̃̆ 3��ᶛ̂ 0.2%< ��
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ᾧ ῏ Ҭᵝ ҹ 3.93 ҩ ̂ 1̔.38-9.49 ҩ ̃̆ Ҭ

ᵝ ҹ 2.46 ҩ ̂ 0̔.30-15.97 ҩ Ȃ̃3 ᶛ̂0.2%̃ ӄẢ

̆6 ᶛ̂0.3%̃ Ả Ȃ6 ᶛ̂0.3%̃ ԅ ╕

̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ 57.50 mg/ ̂ ̔

50.0-280.0 mg/ ̃̆ Ҭᵝ ҹ 2.25 ҩ ̂ ̔0.16-20.86 ҩ Ȃ̃4

ᶛ ̆ Ҭᵝ ҹ 0.67 ҩ ̂ ̔0.30-4.14 ҩ Ȃ̃ 

ᾧ ῏ ῤ№  

ⱳ ⁞  

Ҭ̆῍ 192 ᶛ̂10.7%̃ ⱳ ⁞ ̆ῒ

Ҭ 1 ҹ 94 ᶛ̂5.2%̃̆ 2 ҹ 96 ᶛ̂5.3%̃̆ 3 ҹ 2 ᶛ̂0.1% Ȃ̃

ⱳ ⁞ Ҭᵝ ҹ 3.84 ҩ ̂ ̔0.72-34.10 ҩ ̃̆ Ҭᵝ

ҹ 2.61 ҩ ̂ 0̔.13-29.08 ҩ Ȃ̃1 ᶛ̂ <0.1%̃ ӄẢ ̆

14 ᶛ̂0.8%̃ Ả Ȃ1 ᶛ̂<0.1%̃ ԅ ╕

̂≥40 mg ╕ ̃̆ ╕ ҹ 400.00 mg/ ̆ ҹ 0.16

ҩ Ȃ 83 ᶛ ̆ Ҭᵝ ҹ 2.40 ҩ ̂ 0̔.13-29.08



ᵣ ῏  

Ҭ̆῍ 12 ᶛ̂0.7%̃ ᵣ ̆ῒҬ 1 ҹ 3 ᶛ

̂0.2%̃̆ 2 ҹ 8 ᶛ̂0.4%̃̆ 3 ҹ 1 ᶛ̂<0.1% Ȃ̃ 

ᵣ Ҭᵝ ҹ 7.11 ҩ ̂ 1̔.68-20.53 ҩ ̃̆ ҹ

3.25 ҩ Ȃ3 ᶛ̂0.2%̃ ӄẢ ̆4 ᶛ̂0.2%̃ Ả

Ȃ3 ᶛ̂ 0.2%̃ ԅ ╕ ̂≥40 mg ╕ ̃̆

Ҭᵝ ╕ ҹ 100.00 mg/ ̂ ̔12.5-250.0 mg/ ̃̆ Ҭᵝ ҹ

6.34 ҩ ̂ 0̔.20-30.32 ҩ Ȃ̃ 1 ᶛ ̆ ҹ



3 ᶛ̂ 0.2%̃ ӄẢ 7̆ ᶛ̂ 0.4%̃ Ả Ȃ5 ᶛ̂ 0.3%̃

ԅ ╕ ̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ

62.50 mg/ ̂ ̔30.0-75.0 mg/ ̃̆ Ҭᵝ ҹ 1.25 ҩ ̂ ̔

0.10-2.96 ҩ Ȃ̃11 ᶛ ̆ Ҭᵝ ҹ 0.82 ҩ ̂ ̔

0.23-2.63 ҩ Ȃ̃ 

῍ 48 ᶛ̂ 2.7%̃ ῒזᾧ ῏ Ҍ ῒ̆Ҭ 1 ҹ 26 ᶛ̂ 1.4%̃̆

2 ҹ 19 ᶛ̂1.1%̃̆ 3 ҹ 3 ᶛ̂0.2% Ȃ̃ ῒזᾧ ῏ Ҍ

Ҭᵝ ҹ 4.02 ҩ ̂ ̔0.07-15.77 ҩ ̃̆ Ҭᵝ ҹ 2.69 ҩ ̂

̔0.07-11.99 ҩ Ȃ̃2 ᶛ̂0.1%̃ ӄẢ ̆6 ᶛ̂0.3%̃

Ả Ȃ3 ᶛ̂0.2%̃ ԅ ╕ ̂≥40 mg

╕ ̃̆ Ҭᵝ ╕ ҹ 50.00 mg/ ̂ ̔10.0-100.0 mg/ ̃̆ Ҭᵝ

ҹ 0.95 ҩ ̂ ̔0.20-18.56 ҩ Ȃ̃27 ᶛ ̆

Ҭᵝ ҹ 2.89 ҩ ̂ ̔0.07-11.99 ҩ Ȃ̃ 

ᾧ ῏  

Ҭ̆῍ 4 ᶛ̂0.2%̃ ᾧ ῏ ̆ῒҬ 2

ҹ 2 ᶛ̂0.1%̃̆ 4 ҹ 1 ᶛ̂<0.1%̃̆ 5 ҹ 1 ᶛ̂<0.1% Ȃ̃ 

ᾧ ῏ Ҭᵝ ҹ 1.69 ҩ ̂ 0̔.59-6.87 ҩ ̃̆ Ҭᵝ

ҹ 0.66 ҩ ̂ ̔0.16-0.69 ҩ Ȃ̃3 ᶛ̂0.2%̃ ӄẢ

1̆ ᶛ̂<0.1%̃ Ả Ȃ2 ᶛ̂0.1%̃ ԅ ╕

̂≥40 mg ╕ ̃̆Ҭᵝ ╕ ҹ 125.00 mg/ ̂ 1̔00.0-

150.0 mg/ ̃̆ Ҭᵝ ҹ 0.18 ҩ ̂ 0̔.03-0.33 ҩ Ȃ̃2 ᶛ

̆ Ҭᵝ ҹ 0.41 ҩ ̂ ̔0.16-0.66 ҩ Ȃ̃ 

ᾧ ῏  

Ҭ̆῍ 7 ᶛ̂0.4%̃ ᾧ ῏ ̆ῒҬ 1

ҹ 1 ᶛ̂<0.1%̃̆ 2 ҹ 2 ᶛ̂0.1%̃̆ 3 ҹ 1 ᶛ̂<0.1%̃̆ 5 ҹ 3 ᶛ

̂0.2% Ȃ̃ ᾧ ῏ Ҭᵝ ҹ 1.68 ҩ ̂ 0̔.26-6.37 ҩ

̃̆ Ҭᵝ ҹ 0.87 ҩ ̂ 0̔.30-4.57 ҩ Ȃ̃2 ᶛ̂0.1%̃ ӄ

Ả ̆3 ᶛ̂0.2%̃ Ả Ȃ5 ᶛ̂0.3%̃ ԅ ╕

̂≥40 mg ╕ ̃̆ Ҭᵝ ╕ ҹ 75.00 mg/ ̂ ̔



66.7-400.0 mg/ ̃̆ Ҭᵝ ҹ 0.99 ҩ ̂ 0̔.16-2.04 ҩ Ȃ̃2 ᶛ

̆ Ҭᵝ ҹ 0.87 ҩ ̂ ̔0.79-0.95 ҩ Ȃ̃ 

ῒז ⌠ ᾧ ῏ Ҍ  

̆ ῒז ᾧ ῏Ҍ Ҋ̔ 

2 1 ᶛ̆4 1 ᶛ̕ 1 1 ᶛ̆2 1 ᶛ̕ 

ⱬ 1 4 ᶛ̆2 1 ᶛ̕ᾧ ׃ 2 1 ᶛ̕῏ ȁ῏

2 1 ᶛ̓͂̕ ȁ ὅ ᾧ 1

1 ᶛ̕  

1 2 ᶛ̕ 1 1 ᶛ̕ 

3 2 ᶛ̆5 1 ᶛ̕ 2 1 ᶛ̆3 2 ᶛ̕ 2

1 ᶛ̕ ꜚ ȁᾧ ׃ ȁ 3 1 ᶛ̕ 

2 1 ᶛ̕ 

1 1 ᶛ̕ 

ᾧ ׃ 3 1 ᶛ̕ 

҉ Ҭ ⌠ ⱬȁ ȁᾧ ׃

ȁ Ȃ 

ῒז PD-1/PD-L1 ᵣ ̂Ů1%̃ᾧ ῏ Ҍ  

ף Ῑ  

 

   -



Ҋ ̔ - ̂Stevens-Johnson Syndrome

̆

SJS ȁ̃ ȁ ȁ▫ ̕ 

̔ ȁ ⁞ ȁῬ ȁ

̂Histiocytic Necrotizing Lymphadenitis̆

Kikuchi Lymphadenitis ȁ̃ Ȃ 

 

1798 ᶛ Ҭ̆῍ 35 ᶛ̂1.9%̃ ̆ῒ

Ҭ 1 ҹ 14 ᶛ̂0.8%̃̆ 2 ҹ 17 ᶛ̂0.9%̃̆ 3 ҹ 2 ᶛ̂0.1%̃̆ 4 ҹ 2 ᶛ

̂0.1% Ȃ̃ ̔ ῏ ȁ ȁ ȁ Ҥ ȁ ȁ

ȁ ȁ ȁ ȁ ȁ ȁ Ҍ ȁ ᵝ ȁ

ȁ ȁ ȁ ⁞ ȁ ȁ ȁ ȁ ᵝ ȁ

Ȃ34 ᶛ ̆ Ȃ 

ᾧ  

ᾧ ῏ Ȃ ᵣ̂ ADÃ

ᵞ ℗ ῏̆ ғ № ȁ

ȁ ȁ ץ̆ ῒ

Ȃ ̆ Ҍ ֟ ADA Ȃ 

Ҍ ╕ ῍ 1798 ᶛ Ҭ ᵣ Ȃ ᵣ

ҹ̔ ᾣ ̆ ѿ ADA ᵣ ̆Ῥ

Ҭ Ҭ ᵣ̂NAb Ȃ̃89 ᶛ̂4.9%̃

ᶏ ₮ 1 ADA Ȃ2 ᶛ̂0.1%̃ ᶏ ₮

NAb Ȃ ԍ ̆ ADA ֟ ȁף ῃ

Ȃ 

ȍ Ȏ 

ᴍ ȍ ᴍȎ ↓ ᴋᵥ Ȃ 

ȍ Ԋ Ȏ 

ᾧ ῏Ҍ  

ᾧ ῏Ҍ ̆ Ҥ ᶛȂᾧ

῏Ҍ Ả ץ ̆ ᴋᵥ Ȃ 



ԍ ᵌᾧ ῏Ҍ ̆ ᾟ№ ᵀץ ῒז Ȃ

ᾧ ῏Ҍ ̆ ғ Ҭ ȁ

/ Ȃ ᵣ ̆ ԍ № 2 ץ ֓ 3 4 ᾧ

῏ Ҍ Ả Ȃ ԍ 4 ֓ 3 ᾧ ῏ Ҍ

ӄẢ ̂ ȍ Ȏ̃Ȃ ԍ 3 4 ֓ 2 ᾧ ῏Ҍ

̆ ҳ ̆ ԇ 1-2 mg/kg/ ╕ ῒז ̆

⌠≤1 Ȃ 1 ҩ ⁞ Ả ̆ ⁞

Ҍ Ȃ Ҍ ̆

↕ ⱴ ≢ ᾧ └╕ Ȃ 

ᴋᵥ 3 ᾧ ῏Ҍ ̆ 12 ῤ 2

3 ᾧ ῏Ҍ ⌠≤1 ̂ ῤ№ ̃̆ ץ 12

ῤ ≤10 mg/ ╕ ̆ ӄẢ Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ̆ ᶛ̂ ȍҌ

Ȏ̃Ȃ ҳ ᵣ ̆ ᵌᾧ ῏ ᶛ Ἕ

ῒז Ȃ 2 ᾧ ῏ Ả ̆ 3 ҉ץ

2 ᾧ ῏ ӄẢ ̂ ȍ Ȏ̃Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ̂ ȍҌ

Ȏ̃Ȃ ᾧ ῏ ῏ ᵣ ̆ ȁ ȁ

Ḃ Ḃ̆ ῏ Ȃ2 3 ᾧ ῏

̆ Ả 4̆ 3 ᾧ ῏ ӄẢ

̂ ȍ Ȏ̃Ȃ ̆ Ἕ / ῤ

ץ Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ̆ ᶛ̂ ȍҌ

Ȏ̃Ȃ ̂ ҩ ̃ ⱳ ᵣ ̆

ҍ ῏ Ȃ ᾧ ῏ ̆ ⱴ ⱳ



ӄẢ ̂ ȍ Ȏ̃Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ̂ ȍҌ Ȏ̃Ȃ

̂ ҩ ̃ ⱳ ᵣ Ȃ ᾧ ῏

̆ ⱴ ⱳ Ȃ ₮ ҳ Ȃ

ⱳ ᴴ ῒז Ȃ2 3 Ả Ȃ4

ӄẢ ̂ ȍ Ȏ̃Ȃ 

ᾧ ῏ ῤ№  

 

Ҭ ⱳ Ӱ ̆ ⱳ ֚ ȁ

ⱳ ⁞ ̂ ȍҌ Ȏ̃Ȃ ℗ ⱳ

ҳ ᵣ Ȃ ԍ 2-3 ⱳ ⁞ ̆ Ả

̆ ף Ȃ ԍ 2-3 ֚ ̆



1 ̂ ȍҌ Ȏ̃Ȃ ℗

῏ ҳ ᵣ Ȃ ҳ ԇ ף Ȃ ԍ └Ҍ

1 ̆ Ả ̆ ף Ȃ ԍ 4

1 ̆ ӄẢ Ȃ ̆ Ḡ ף

̂ ȍ Ȏ̃Ȃ 

ᾧ ῏ Ҍ  

Ҭ ᾧ ῏ Ҍ ̂ ȍҌ Ȏ̃Ȃ

Ҍ ̆ ῒז Ȃ 1 2 ̆

̆ Ȃ 3 Ả

̆ Ȃ 4 ȁ SJS TEN

ӄẢ ̂ ȍ Ȏ̃Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ȁ ᾧ ῏

̆ ᶛ̂ ȍҌ Ȏ̃Ȃ ̂

ȁ ץ ԍҳ ᵀΐ ̃ ῏ ҳ ᵣ

Ȃ 3 4 ȁ2 3

̆ Ả Ȃ 4 ᴋᵥ ≢ ̆ ӄẢ

̂ ȍ Ȏ̃Ȃ 

ᾧ ῏ ⁞  

Ҭ ᾧ ῏ ⁞ ̂ ȍҌ Ȏ̃Ȃ

℗ ₮ ẁ ᵣ ̆ ῒז

⁞ Ȃ 3 ⁞ Ả ̆ ԇ ̆

≤1 ̆ ҳ ∞ ԇ

Ȃ 4 ⁞ ̆ ӄẢ ̆ ԇ

̂ ȍ Ȏ̃Ȃ 

ᾧ ῏  

Ҭ ᾧ ῏ ̆ ᶛ̂ ȍҌ

Ȏ̃Ȃ ҳ ᵣ ̆ ԍ ᵌᾧ ῏ ̆

ᾟ№ ᵀץ ῒז ̆ ῏ Ȃ



2 ̆ Ả ̆ ԇ ̆ ≤1

ῃ Ҍ Ȃ 3 4

ӄẢ ̆ ԇ ̆ ℗ ȁ ⱳ ̂ ȍ

Ȏ̃Ȃ 

ῒזᾧ ῏ Ҍ  

ῒז ᾧ ῏Ҍ ̂ ȍҌ

Ȏ̃Ȃ ԍῒז ᵌᾧ ῏ Ҍ ̆ ᾟ№ ᵀץ

ῒז Ȃ Ҍ Ҥ ̆ 2 3 ᾧ ῏ Ҍ

̆ Ả Ȃ ԍᴋᵥ 3 ᾧ ῏ Ҍ ̂ ῤ№

̃ ᴋᵥ 4 ᾧ ῏ Ҍ ̆ ӄẢ Ȃ ҳ ̆

ԇ ̂ ȍ Ȏ̃Ȃ 

ῒזᾧ ῏Ҍ ̆ ԅᴟ

- - ̆ ῃ ᶏ ץ ӄ Ȃ 

 

Ҭ ̂ ȍҌ Ȏ̃Ȃ

℗ ҳ ᵣ ̆ ȁ ȁ ȁ ȁ ȁᵞ ᵞ

Ȃ ԍ 1 ̆ ℗ Ҋ Ȃ

2 ̆ ᵞ Ả ̆

̆ ℗ Ȃ 3 ץ

Ả ӄẢ ̆ ԇ ̂ ȍ Ȏ̃Ȃ 

ᵬ ⱬ  

₮ Ꞌȁӎⱬ Ҍ ̂ ȍҌ Ȏ̃̆

ᵬ ̆ Ҍᴪ ῒ֟ Ҍ Ȃ 

ᴝ  

ҍῒז ֟ ᴝ ̆ Ҍ ҍῒז ֟

̆ӞҌ ҍῒז ֟ Ȃ 

ȍ Ӳ Ȏ 

 

ᶏ Ȃꜚ PD-1 ᵣΐ









̂ⅢB, ⅢC Ⅳ ץ̃ ֒ ֲ ̂ vs. ̃ № № Ȃ

2:1 № ≠ ̂4.5 mg/kg̃ ̂ + ̃

╕ ̂ + ̃ Ȃ Ȃ 

≠ ╕ IRRC RECIST 1.1 ӈ

ȁ Ҍ 24 ҩ Ȃ ₮ RECIST 1.1 ӈ

ӊ ̆ ∞ ̆ ҳ ץ ҳ ̆↕ᾛ

≠ ̆ Ȃ ╕ ԇ ≠

Ȃ 

6 ѿ ᵀ̆ 48 ̆ 12 ѿ

ᵀȂҺ ̂PFS ĬRRC RECIST 1.1 ᵀ̃̆

ȁ Ȃ 

ῃ Ҭ̆῍ ῀ 537 ᶛ ȂῒҬ̆358 ᶛ № ⌠ ≠

̆179 ᶛ № ⌠ ╕ Ȃ ֲ ҹ̔Ҭᵝ 63.0

̂ 3̔5-86 ̃̕ 90.9%ҹ 6̕6.9%ҹ֒ ֲ̂ Ҭ ̃̕ 82.9%

ECOG ᵣⱬ ҹ 1̂82.9% Ȃ̃71.7% № ҹ IV ̆37.8%

PD-L1 TPS<1%Ȃ 

HLX10-004-NSCLC303 ῃ ֲ Ҭ̆ҍ № ⌠ ╕

̆ № ⌠ ≠

PFS OS ̂ 3 1ȁ 2 Ȃ̃ ⌠ 2021 3 30 ̆

Ḥ ҹ 40%̂120 ᶛ ֙Ԋᴆ̃̆ ׅҌ Ȃ 

3 HLX10-004-NSCLC303 ῃ ֲ ̂ ֲ ̃ 

 

2021-3-30 

Ἕ ᵀ IRRC 

̂RECIST 1.1̃ 

≠ + +

 

N=358 

╕+ +

 

N=179 

PFS 

Ԋᴆ ̂%̃ 146 (40.8%) 93 (52.0%) 

Ҭᵝṿ̂ ̃̂ 95% CĨ 8.28 (6.90,10.38) 5.72 (5.22,6.83) 

*̂95% CĨ 0.55 (0.42,0.73) 

P ṿ <0.001 

OS 

Ԋᴆ ̂%̃ 76 (21.2%) 44 (24.6%) 



 

2021-3-30 

Ἕ ᵀ IRRC 

̂RECIST 1.1̃ 

≠ + +

 

N=358 

╕+ +

 

N=179 

P ṿ 0.138 

ᵣ  

ᵣ  230 (64.2%) 



HLX10-002-



Ҭᵝ 61.0 ̂ 2̔7-75 ̃ 7̕3.1%ҹ 7̕3.0% ECOG №

ҹ 1 № 7̕8.0% PD-L1 6̕6.8% 1̕8.7%

Ȃ ╕ 72 ᶛ̂ 34.3%̃

≠ ᴠ Ȃ 

ԋ Һ ҹ IRRC RECIST 1.1 ᵀ PFSȂ῏

ҹ OS ῒ̆ז ̔ RECIST 1.1 ‰ ᵀ

PFS I̕RRC №≢ RECIST 1.1 ‰ ᵀ ORR I̕RRC

№≢ RECIST 1.1 ‰ ᵀ DORȂ 

Һ № ̂ ҹ 2023 6 15 ̃ ̆

ֲ Ҭ ҍ̆ ╕ ̂ + ̃ ̆ ≠ ̂

+ ̃ PFS OS Ȃ 4 3Ȃ 

4 HLX10-002-NSCLC301 ̂ ֲ ̃ 

 
≠ + +

N=214 

╕+ +  

N=210 

̂PFS̆IRRC RECIST 1.1 ᵀ̃ 

Ԋᴆ ̂%̃ 130 (60.7%) 156 (74.3%) 

Ҭᵝṿ̂ ̃̂ 95% CĨ 11.0 (8.44, 12.71) 5.6 (4.76, 6.80) 

*̂95% CĨ 0.55 (0.430, 0.694) 

P ṿ <0.0001 

̂OS̃# 

Ԋᴆ ̂%̃ 102 (47.7%) 111(52.9%) 

Ҭᵝṿ̂ ̃̂ 95% CĨ 25.0 (20.44, 28.68) 20.4 (16.39, 24.18) 

*̂95% CĨ 0.81̂0.615, 1.060̃ 

 



3 HLX10-002-NSCLC301 Kaplan-Meier ̂

ֲ ̃ 

 

 

HLX10-005-SCLC301 ҹ ᵀ ≠ ╕ ᶭ

ԍ ѿ ῃ ȁ ȁ Ҭ ȁ ╕

Ȃ Һ ῀ ‰ ҹ ES-SCLC̆ ғ

ῒ ῃ ĔCOG №≤1 № ғ̆ Ἕ ᵀ ᴪ̂ IRRC̃

RECIST 1.1



Ҍ Ԋᴆȁ ץ ᴋᵥ ӄ ∆ ̆

Ҍ PD Ȃ 

HLX10-005-SCLC301 ῃ ῍ ῀ 585 ᶛ ȂῒҬ̆389 ᶛ

№ ⌠ ≠ ̆196 ᶛ № ⌠ ╕ Ȃ ֲ ҹ̔

Ҭᵝ 62.0 ̂ ̔28-83 ̃̕ 82.2%ҹ ̕68.5%ҹ֒ ֲȂ῀

80.9% № ҹ IV ̆ 80.2% PD-L1

TPS<1%Ȃ 

Һ OS̆ IRRC RECIST 

1.1 ᵀ PFSȁ iRECIST ᵀ PFSȁ RECIST 1.1 ᵀ

PFS2ȁIRRC RECIST 1.1 ᵀ ORRȁIRRC

RECIST 1.1 ᵀ DORȂ 

Ҭ№ ҹ 2021 10 22 H̆LX10-005-SCLC301 ῃ ֲ

Ҭ ҍ̆ № ⌠ ╕ ᶭ ̆ № ⌠ ≠

ᶭ OS PFS ̂ 5ȁ 4

5 Ȃ̃ 

5 HLX10-005-SCLC301 ῃ ֲ ̂ ֲ ̃ 

 
≠ + +ᶭ  

̂N=389̃ 

╕+ +ᶭ  

̂N=196̃ 

̂OS̃ 

Ԋᴆ ̂%̃ 146̂37.5%̃ 100̂51.0%̃ 

Ҭᵝṿ̂ ̃̂ 95% CĨ 15.38̂13.273̆NÃ 10.91̂9.955̆14.324̃ 

*̂95% CĨ 0.63̂0.489̆0.818̃ 

 



4 HLX10-005-SCLC301 ῃ ֲ Kaplan-Meier ̂

ֲ ̃ 

 

5 HLX10-005-SCLC301 ῃ ֲ Kaplan-Meier ̂

ֲ ̃ 

 

/  

HLX10-007-EC301 ҹѿ ȁ ȁ Ҭ ȁIII ҳ ̆

≠ ̂ +5-FU ҍ̃ ╕ ̂ +5-FU ѿ̃

/ ῃ Ȃ῀ ҹ

Ҍ ℗ /

̂ ғ̃ ᾧ CPS≥1 PD-



L1 ̆ ғ ĬRRC

RECIST 1.1 ᵀ ΐ ѿҩ ̆ECOG № 0-1 №Ȃ



6 HLX10-007-EC301 ̂ ֲ ̃ 

 
≠ + +  

̂N=368̃ 

╕+ +  

̂N=183̃ 

̂OS̃ 

Ԋᴆ ̂%̃ 163̂44.3%̃ 104̂56.8%̃ 

Ҭᵝṿ̂ ̃̂95% CĨ 15.3̂13.96̆18.63̃ 11.8̂9.69̆14.03̃ 

*̂95% CĨ 0.68̂0.529̆0.871̃ 

P ṿ 0.0020 



7 HLX10-007-EC301 Kaplan-Meier ̂ ֲ  ̃

 

 

℗  

HLX10-006-GCneo ѿ ȁ ȁ ȁ Ҭ ŉ ҳ ̆

Ҭ ᵀ ≠ ╕ ꜛ/ ꜛ

ҳ ῃ Ȃ Һ ῀ ‰ҹ

̆ ≥T3 ғ ≥1 ҩ̆ ΐ̆ ץ

ҹ R0 ℗ ̆ ҹ PD-L1 ̂CPS≥5̃Ȃ

ԅ ꜚ ᾧ ȁ ῒזᾧ ᵣ

Ȃ 

’̂ HP  vs HP ȁ̃ № ̂

vs  vs № ῒז ȁ̃PD-L1 ̂5≤CPS<50 vs CPS≥50̃

№ № Ȃ 1 1̔ ᶛ № ⌠ A B ң ȂA

̂ ≠ ̃ ꜛ ≠ ̂4.5 mg/kg̃ ̆ ꜛ

≠ ̕B ̂ ̃ ꜛ ╕

̆ ꜛ ֽ Ȃң SOX ̂ ≠ +

Ȃ̃ 

῀ ᶭ ҉ ╠ 3 ҩ ꜛ ̆

ꜛ ̆ ғ ∞

̆↕ԍ ꜛ ̂ ̃ 2-6 ῤ ̆ ҳ

ҹ Ȃ 3 -12 ꜛ ̂ 12



‗ ץ ᶏ ̃̆ A ᶏ ≠

̆ 17 ҩ ̂12 ҩ ̃̆ ∞ ҳ

ȁ ֙ȁ Ҍ ȁ ῒז ᾢץ̂

ҹ‰̃̕ B ᶏ ̂ ≠ + ̃̆ 5 ҩ

̆ B ꜛ 3 ҩ ̆ ꜛ ῍ 8 ̆

B



pCR̆n̂%̃ 63 (21.6%) 19 (6.4%) 

̂95% CĨ (17.00%, 26.74%) (3.91%, 9.84%) 

ṿ  ̂95% CĨ 3.95 (2.31, 6.76) 

* ԍ№ Cox ᶛ  

 8 HLX10-006-GCneo Ԋᴆ Kaplan-



└ Ȃ ≠ ѿ ֲ ᾧ G4 ᾥ ᵣ

̂IgG4̃̆ ҍ PD-1 ᵣ ̆ ῒҍ PD-L1 PD-L2 ӊ ԑᵬ ̆

PD-1 ׃ ᾧ └ ̆ ᾧ Ȃ 



ȍ҉ ֲȎ 

̔҉ Ὲ  

Ύ ̔҉ 1289 7 7 706  

̔200233 

̔021-33395800̂ ̃ 

ᴰ ̔021-33681208 

̔www.henlius.com 

̔400-086-6800̂ ѿ ̆ῃ 24 ̃ 

ȍ ֟ᴑҙȎ 

ᴑҙ ̔҉ └ Ὲ  

֟ ̔҉ 1289 1 ̂D ̃ῃ  

̔200233 

̔021-33395800̂ ̃ 

ᴰ ̔021-33681208 

̔www.henlius.com 
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