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一、全球药物批准/研发动态 

1.1 全球新药批准情况 

1.1.1 NDA 批准情况 

药物名称 企业 靶点 适应症 
最高研发

状态 
最新进展 

最新进展

时间 

Erdafitinib 
Johnson & 

Johnson 

FGFR4; 

FGFR1; 

FGFR2; 

FGFR3 

带有 FGFR3 遗传变异并且

经过一线系统性治疗后疾

病发生进展的局部晚期或

转移性尿路上皮癌（mUC） 

已上市 
FDA-完全批准

上市 
2014.01.19 

数据来源：药渡数据团队 

1.1.2 BLA 批准情况 

本周暂无相关药物获批。 

1.1.3 疫苗批准情况 

本周暂无相关药物获批。 

1.1.4 新复方批准情况 

本周暂无相关药物获批。 

1.1.5 新适应症批准情况 

药物名称 企业 靶点 适应症 
最高研发

状态 
最新进展 

最新进展

时间 

Dupilumab 
Sanofi; 

Regeneron 
IL4RA 

1-11 岁体重至少 15 公斤

的嗜酸性粒细胞性食管炎

（EoE） 

已上市 
FDA-批准扩展

使用人群 
2024.01.26 

数据来源：药渡数据团队 

1.1.6 新剂型批准情况 

本周暂无相关药物获批。 

https://data.pharmacodia.com/drugs/details/basic/06251289158664696245
https://www.jnj.com/u-s-food-and-drug-administration-grants-full-approval-for-balversa-to-treat-locally-advanced-or-metastatic-bladder-cancer-with-select-genetic-alterations
https://www.jnj.com/u-s-food-and-drug-administration-grants-full-approval-for-balversa-to-treat-locally-advanced-or-metastatic-bladder-cancer-with-select-genetic-alterations
https://data.pharmacodia.com/drugs/details/basic/96955613517583696317
https://www.sanofi.com/en/media-room/press-releases/2024/2024-01-25-19-30-00-2817342
https://www.sanofi.com/en/media-room/press-releases/2024/2024-01-25-19-30-00-2817342
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1.2 全球新药申报进展 

1.2.1 NDA/BLA 申报 

药物类型 药物名称 企业 靶点 适应症 
最高研发

状态 
最新进展 

最新进展

时间 

化学药 

Cefepime 

Hydrochlorid

e/Enmetazob

actam 

Advanz 

Pharma 

PBPs; 

Beta 

Lactamase 

由革兰阴性细菌

引起的复杂尿路

感染（cUTI） 

NDA 
CHMP-积极

意见反馈 
2024.01.26 

生物药 

Obecabtagen

e autoleucel 

Autolus 

Therapeut

ics 

CD19 

复发/难治性 B 细

胞急性淋巴细胞

白血病（ALL） 

BLA 
FDA 受理

BLA 
2024.01.22 

Tesamorelin 
Theratech

nologies 
GHRF 

减少 HIV 和脂肪

营养不良成人患

者腹部多余脂肪 

已上市 
FDA-拒绝批

准新制剂 
2024.01.24 

Ephepoetin 

Alpha 
Genexine EpoR 

非透析慢性肾病

患者贫血 
已上市 

向 MFDS 递

交 BLA 
2024.01.26 

 
数据来源：药渡数据团队 

1.2.2 特殊资格认定  

药物类型 药物名称 企业 靶点 适应症 
最高研发

状态 
最新进展 

最新进展

时间 

化学药 

NS-229 
NS 

Pharma 
JAK1 

嗜酸性肉芽肿性多血

管炎（EGPA） 
Phase II 

EC-孤儿药资

格认定 
2024.01.23 

PF-614 

Ensysce 

Bioscience

s 

Opioid 

receptors; 

MOR1 

严重疼痛 Phase II 

FDA-突破性

疗法资格认

定 

2024.01.23 

生物药 

Efineptakin 

alfa 

NeoImmu

neTech 

IL7RA; 

IL2R 
胰腺癌 Phase II 

FDA-孤儿药

资格认定 
2024.01.22 

HG-302 辉大基因 DMD 
杜氏肌营养不良

（DMD） 
IND 

FDA-孤儿药

资格认定 
2024.01.23 

4D-710 

4D 

Molecular 

Therapeut

ics 

CFTR 囊性纤维化 Phase II 

FDA-罕见儿

科疾病资格

认定 

2024.01.23 

Ersodetug Rezolute INSR 

先天性高胰岛素血症

（HI）引起的低血糖

症 

Phase III 

MHRA-创新

护照资格认

定 

2024.01.23 

BA-1105 博安生物 Claudin 胃癌（包括胃食管连 Phase I FDA-孤儿药 2024.01.25 

https://data.pharmacodia.com/drugs/details/basic/72991456657945696534
https://data.pharmacodia.com/drugs/details/basic/72991456657945696534
https://data.pharmacodia.com/drugs/details/basic/72991456657945696534
https://data.pharmacodia.com/drugs/details/basic/72991456657945696534
https://www.advanzpharma.com/news/2024/advanz-pharma-receives-positive-chmp-opinion-for-exblifep-cefepime-enmetazobactam
https://www.advanzpharma.com/news/2024/advanz-pharma-receives-positive-chmp-opinion-for-exblifep-cefepime-enmetazobactam
https://data.pharmacodia.com/drugs/details/basic/14393981457250696398
https://data.pharmacodia.com/drugs/details/basic/14393981457250696398
https://autolus.gcs-web.com/news-releases/news-release-details/autolus-therapeutics-announces-acceptance-biologics-license
https://autolus.gcs-web.com/news-releases/news-release-details/autolus-therapeutics-announces-acceptance-biologics-license
https://data.pharmacodia.com/drugs/details/basic/80637194148144696258
https://www.theratech.com/news-releases/news-release-details/theratechnologies-receives-complete-response-letter-crl-fda-f8
https://www.theratech.com/news-releases/news-release-details/theratechnologies-receives-complete-response-letter-crl-fda-f8
https://data.pharmacodia.com/drugs/details/basic/41102444655326696199
https://data.pharmacodia.com/drugs/details/basic/41102444655326696199
https://www.koreabiomed.com/news/articleView.html?idxno=23199
https://www.koreabiomed.com/news/articleView.html?idxno=23199
https://data.pharmacodia.com/drugs/details/basic/22082267000035505639
https://www.nspharma.com/pdfs/20231219_NS-229_EU%20ODD_NewsRelease%20en_final%20for%20RC.pdf
https://www.nspharma.com/pdfs/20231219_NS-229_EU%20ODD_NewsRelease%20en_final%20for%20RC.pdf
https://data.pharmacodia.com/drugs/details/basic/99361412253222696846
https://ir.ensysce.com/news/press-releases/detail/139/ensysce-biosciences-announces-fda-breakthrough-therapy
https://ir.ensysce.com/news/press-releases/detail/139/ensysce-biosciences-announces-fda-breakthrough-therapy
https://ir.ensysce.com/news/press-releases/detail/139/ensysce-biosciences-announces-fda-breakthrough-therapy
https://data.pharmacodia.com/drugs/details/basic/06752885036365696331
https://data.pharmacodia.com/drugs/details/basic/06752885036365696331
https://www.koreabiomed.com/news/articleView.html?idxno=23135
https://www.koreabiomed.com/news/articleView.html?idxno=23135
https://data.pharmacodia.com/drugs/details/basic/1707302812804710657
https://cn.huidagene.com/new/news/52
https://cn.huidagene.com/new/news/52
https://data.pharmacodia.com/drugs/details/basic/21061093200035341217
https://ir.4dmoleculartherapeutics.com/news-releases/news-release-details/4dmt-receives-rare-pediatric-disease-designation-fda-aerosolized
https://ir.4dmoleculartherapeutics.com/news-releases/news-release-details/4dmt-receives-rare-pediatric-disease-designation-fda-aerosolized
https://ir.4dmoleculartherapeutics.com/news-releases/news-release-details/4dmt-receives-rare-pediatric-disease-designation-fda-aerosolized
https://data.pharmacodia.com/drugs/details/basic/66289451523118696671
https://ir.rezolutebio.com/news-events/press-releases/detail/324/rezolute-receives-innovation-passport-designation-from-the
https://ir.rezolutebio.com/news-events/press-releases/detail/324/rezolute-receives-innovation-passport-designation-from-the
https://ir.rezolutebio.com/news-events/press-releases/detail/324/rezolute-receives-innovation-passport-designation-from-the
https://data.pharmacodia.com/drugs/details/basic/1418046277492413169
https://www.boan-bio.com/cn/info.php?id=360
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18.2 接部癌） 资格认定 

BA-1301 博安生物 
Claudin 

18.2 

胃癌（包括胃食管连

接部癌） 
Phase I 

FDA-孤儿药

资格认定 
2024.01.25 

细胞疗法 SNC109 先博生物 

HER2; 

L13RA2; 

EGFRvIII; 

EGFR 

恶性胶质瘤 Phase I 
FDA-孤儿药

资格认定 
2024.01.23 

 
数据来源：药渡数据团队 

1.3 全球新药研发进展  

1.3.1 肿瘤领域 

药物类型 药物名称 企业 靶点 适应症 
最高研发

状态 
最新进展 

最新进展

时间 

化学药 

Glecirasib 加科思 
KRAS 

G12C 

KRAS G12C 突

变的胰腺癌及多

种其他实体瘤 

Phase II 
公布 II期临床

积极数据 
2024.01.20 

Botensilimab/

Balstilimab 
Agenus CTLA4 

微卫星稳定

（MSS）和微卫

星高度不稳定

（MSI-H）结直

肠癌（CRC） 

Phase II 
公布 II期临床

积极数据 
2024.01.22 

Lutetium 

(177Lu) 

oxodotreotid

e 

Novartis SSTR2 

SSTR+高分化的

2 级和 3 级晚期

胃肠胰神经内分

泌肿瘤

（GEP-NETs） 

已上市 
公布 III 期临

床积极数据 
2024.01.23 

生物药 

DB-1303 
BioNTech; 

映恩生物 
HER2 

接受激素治疗后

进展的未经化疗

的 HR+和 HER2

低表达转移性乳

腺癌 

Phase III 
III 期临床首

例患者给药 
2024.01.22 

Nivolumab 
BMS; 

Exelixis 
PD-1 

既往未经治疗的

晚期或转移性肾

细胞癌（RCC） 

已上市 
公布 III 期临

床积极数据 
2024.01.22 

Nivolumab/Ip

ilimumab 
BMS PD-1 

微卫星高度不稳

定（MSI-H）或

错配修复缺陷

（dMMR）表型

的转移性结直肠

已上市 

公布 III 期临

床长期积极

数据 

2024.01.22 

https://www.boan-bio.com/cn/info.php?id=360
https://data.pharmacodia.com/drugs/details/basic/1583981241181405530
https://www.boan-bio.com/cn/info.php?id=360
https://www.boan-bio.com/cn/info.php?id=360
https://data.pharmacodia.com/drugs/details/basic/1612028067394355943
https://mp.weixin.qq.com/s/0t-DJlhvk4LDInl_bLhITg
https://mp.weixin.qq.com/s/0t-DJlhvk4LDInl_bLhITg
https://data.pharmacodia.com/drugs/details/basic/1372804075602576102
https://www.jacobiopharma.com/cn/news/Jacobio_Pharma_Presents_Data_of_Glecirasib_in_Patients_with_Pancreatic_Cancer_and_Other_Solid_Tumors_at_the_2024_ASCO_GI
https://www.jacobiopharma.com/cn/news/Jacobio_Pharma_Presents_Data_of_Glecirasib_in_Patients_with_Pancreatic_Cancer_and_Other_Solid_Tumors_at_the_2024_ASCO_GI
https://data.pharmacodia.com/drugs/details/basic/87600471626798696123
https://data.pharmacodia.com/drugs/details/basic/87600471626798696123
https://investor.agenusbio.com/news/news-details/2024/BotensilimabBalstilimab-Breakthrough-Data-Presented-at-ASCO-GI-Shows-Unprecedented-Tumor-Shrinkage-and-Robust-Biomarker-Response-in-Prevalent-Colorectal-Cancer-Population/default.aspx
https://investor.agenusbio.com/news/news-details/2024/BotensilimabBalstilimab-Breakthrough-Data-Presented-at-ASCO-GI-Shows-Unprecedented-Tumor-Shrinkage-and-Robust-Biomarker-Response-in-Prevalent-Colorectal-Cancer-Population/default.aspx
https://data.pharmacodia.com/drugs/details/basic/61547726778494696648
https://data.pharmacodia.com/drugs/details/basic/61547726778494696648
https://data.pharmacodia.com/drugs/details/basic/61547726778494696648
https://data.pharmacodia.com/drugs/details/basic/61547726778494696648
https://www.novartis.com/news/media-releases/novartis-lutathera-significantly-reduced-risk-disease-progression-or-death-72-first-line-treatment-patients-advanced-gastroenteropancreatic-neuroendocrine-tumors
https://www.novartis.com/news/media-releases/novartis-lutathera-significantly-reduced-risk-disease-progression-or-death-72-first-line-treatment-patients-advanced-gastroenteropancreatic-neuroendocrine-tumors
https://data.pharmacodia.com/drugs/details/basic/1471025895429903180
https://mp.weixin.qq.com/s/23Xi33vuJG0Yzpqntrvzjg
https://mp.weixin.qq.com/s/23Xi33vuJG0Yzpqntrvzjg
https://data.pharmacodia.com/drugs/details/basic/21737031258870696971
https://ir.exelixis.com/news-releases/news-release-details/opdivor-nivolumab-combination-cabometyxr-cabozantinib-1
https://ir.exelixis.com/news-releases/news-release-details/opdivor-nivolumab-combination-cabometyxr-cabozantinib-1
https://data.pharmacodia.com/drugs/details/basic/21737031258870696971
https://data.pharmacodia.com/drugs/details/basic/21737031258870696971
https://www.businesswire.com/news/home/20240122188361/en/
https://www.businesswire.com/news/home/20240122188361/en/
https://www.businesswire.com/news/home/20240122188361/en/
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