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1. Global Drug Approval/R&D Trends

1.1 Global Novel Drug Approval Status

1.1.1 NDA Approval

Drug Name Company Target

Indication

Highest Latest

Status Progress Date

Adult and pediatric patients
1 year of age and older with
diffuse midline glioma
harboring an H3 K27M
mutation with progressive
disease following prior
therapy

FDA-
Approved accelerated  2025.08.06
approval

ERKT;
Jazz AKTT;
Dordaviprone Pharmaceuti ERK2;
cals DRD2;
ClpP
HER2;
. Boehringer  HER2 exon
Zongertinib - .
Ingelheim 20 insert
mutations

Adults with unresectable or
metastatic non-squamous
non-small cell lung cancer
(NSCLC) who have received

systemic treatment and have
been found to carry HER2
tyrosine kinase domain

(TKD) activating mutations

as detected by FDA-
approved tests

FDA-
Approved accelerated  2025.08.08
approval

1.1.2 BLA Approval

No drugs have been approved this week.

1.1.3 Vaccine Approval

No drugs have been approved this week.

1.1.4 New Combination Therapy Approval

No drugs have been approved this week.

1.1.5 Expanded Indication Approval

Data source: Pharmacodia Global

Drug Name Company Target

Indication

Highest Latest
Status Progress

Date

Fremanezumab Teva CGRP

Paroxysmal migraine in

Approved FDA-approval  2025.08.06
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https://investor.jazzpharma.com/news-releases/news-release-details/jazz-pharmaceuticals-announces-us-fda-approval-modeysotm
https://investor.jazzpharma.com/news-releases/news-release-details/jazz-pharmaceuticals-announces-us-fda-approval-modeysotm
https://investor.jazzpharma.com/news-releases/news-release-details/jazz-pharmaceuticals-announces-us-fda-approval-modeysotm
https://www.globenewswire.com/news-release/2025/08/08/3130334/0/en/U-S-FDA-grants-accelerated-approval-to-Boehringer-s-HERNEXEOS-as-first-orally-administered-targeted-therapy-for-previously-treated-patients-with-HER2-mutant-advanced-NSCLC.html
https://www.globenewswire.com/news-release/2025/08/08/3130334/0/en/U-S-FDA-grants-accelerated-approval-to-Boehringer-s-HERNEXEOS-as-first-orally-administered-targeted-therapy-for-previously-treated-patients-with-HER2-mutant-advanced-NSCLC.html
https://www.globenewswire.com/news-release/2025/08/08/3130334/0/en/U-S-FDA-grants-accelerated-approval-to-Boehringer-s-HERNEXEOS-as-first-orally-administered-targeted-therapy-for-previously-treated-patients-with-HER2-mutant-advanced-NSCLC.html
https://www.tevapharm.com/news-and-media/latest-news/fda-approves-expanded-indication-for-ajovy-fremanezumab-vfrm-the-first-anti-cgrp-preventive-treatment/
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children and adolescents
aged 6 to 17 who weigh 45
kilograms (99 pounds) or
more

of extended
indication

1.1.6 New Formulation Approval

No drugs have been approved this week.

1.2 Global Novel Drug Application Status

1.2.1 NDA/BLA

Data source: Pharmacodia Global

Drugs Drug

Highest Latest

Compan Target Indication Date
Type Name pany 9 Status Progress
Prevention of disease
caused by
Chikungu Not Chikungunya Virus
o
nya virus CHIKV) in individuals FDA-positive
Vaccine _L applicabl ( ,) Approved fonmpostive 2025.08.07
vaccine(V aged in 18 years and feedback
alneva) older who are at high
risk of exposure to
CHIKV
Data source: Pharmacodia Global
1.2.2 Special Designations
Dru Dru c e Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
Adults with
relapsed/refractory
chronic lymphocytic
leukemia/small
I hocyti
ymphocytie FDA-Fast
. . - LYN; lymphoma -
Chemicals  Birelentinib Phase Il Track 2025.08.06
- BTK (CLL/SLL) who have .
Designation

received at least
two lines of
treatment
(including BTK
inhibitors and BCL-

@R www.saspinjara.com
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https://www.tevapharm.com/news-and-media/latest-news/fda-approves-expanded-indication-for-ajovy-fremanezumab-vfrm-the-first-anti-cgrp-preventive-treatment/
https://www.tevapharm.com/news-and-media/latest-news/fda-approves-expanded-indication-for-ajovy-fremanezumab-vfrm-the-first-anti-cgrp-preventive-treatment/
https://valneva.com/press-release/valneva-announces-lifting-of-fdas-temporary-pause-on-use-of-chikungunya-vaccine-ixchiq-in-elderly-with-updates-to-the-prescribing-information/
https://valneva.com/press-release/valneva-announces-lifting-of-fdas-temporary-pause-on-use-of-chikungunya-vaccine-ixchiq-in-elderly-with-updates-to-the-prescribing-information/
https://mp.weixin.qq.com/s/CD7i7dFJAVkA6Jes9K0_BQ
https://mp.weixin.qq.com/s/CD7i7dFJAVkA6Jes9K0_BQ
https://mp.weixin.qq.com/s/CD7i7dFJAVkA6Jes9K0_BQ
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2 inhibitors) in the

past
Cystic fibrosis
DNA- . FDA-Fast
Clarametyx o affected by chronic -
CMTX-101 L binding . Phase Il Track 2025.08.04
—  Biosciences ) bacterial pulmonary - .
proteins . . Designation
infection
FDA-
- . Qualified
Cystic fibrosis -
DNA- ) Infectious
Clarametyx L affected by chronic -
CMTX-101 o binding . Phase Il Disease 2025.08.04
— Biosciences . bacterial pulmonary -
proteins . . Product
infection N
. . (QIDP)
Biologicals - -
designation
FDA-
Dyne TfR1; Duchenne muscular Breakthroug
DYNE-251 y . Phase Il 2025.08.04
— Therapeutics DMD dystrophy (DMD) h Therapy
Designation
Gastric cancer or
Trastuzuma HERD: adenocarcinoma of FDA-Orphan
b Hengrui TOP1I the Approved Drug 2025.08.06
rezetecan gastroesophageal Designation
junction
FDA-
Regenerative
Relapsed/Refractory .
Medicine
Cell Mantle Cell -
GLPG-5101  Galapagos CcD19 Phase Il Advanced 2025.08.06
Therapy - Lymphoma (R/R -
Therapy
MCL)
(RMAT)
Designation
Data source: Pharmacodia Global
1.3 Global Novel Drug R&D Status
1.3.1 Oncology
Dru Dru . .. Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
AKTTE17K mutant First patient
ATV-1601 Atavistik AKT1 solid tumors in Phase | dosed in 2025.08.04
adults phase | trial
Chemicals VEGFR1; Terminated
Lenvatinib KIT; the
- Merck Esophageal cancer  Approved - 2025.08.05
Mesylate VEGFR3; deveopment
FGFR4; of phase llI
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https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://clarametyx.com/clarametyx-biosciences-announces-fda-grant-of-fast-track-and-qualified-infectious-disease-product-designations-for-cmtx-101/
https://investors.dyne-tx.com/news-releases/news-release-details/dyne-therapeutics-announces-fda-breakthrough-therapy-0
https://investors.dyne-tx.com/news-releases/news-release-details/dyne-therapeutics-announces-fda-breakthrough-therapy-0
https://investors.dyne-tx.com/news-releases/news-release-details/dyne-therapeutics-announces-fda-breakthrough-therapy-0
https://investors.dyne-tx.com/news-releases/news-release-details/dyne-therapeutics-announces-fda-breakthrough-therapy-0
https://mp.weixin.qq.com/s/priRCq3fIYGoytb-fhgNXw
https://mp.weixin.qq.com/s/priRCq3fIYGoytb-fhgNXw
https://mp.weixin.qq.com/s/priRCq3fIYGoytb-fhgNXw
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://www.glpg.com/press-releases/galapagos-nv-announces-u-s-fda-regenerative-medicine-advanced-therapy-rmat-designation-granted-to-glpg5101-for-the-treatment-of-relapsed-refractory-mantle-cell-lymphoma/
https://atavistikbio.com/companynews/atavistik-bio-announces-first-patient-dosed-in-phase-1-clinical-trial-of-atv-1601-in-patients-with-akt1-e17k-mutant-solid-tumors/
https://atavistikbio.com/companynews/atavistik-bio-announces-first-patient-dosed-in-phase-1-clinical-trial-of-atv-1601-in-patients-with-akt1-e17k-mutant-solid-tumors/
https://atavistikbio.com/companynews/atavistik-bio-announces-first-patient-dosed-in-phase-1-clinical-trial-of-atv-1601-in-patients-with-akt1-e17k-mutant-solid-tumors/
https://mp.weixin.qq.com/s/RMSNmWc1gw-M7AFEyuHlpg
https://mp.weixin.qq.com/s/RMSNmWc1gw-M7AFEyuHlpg
https://mp.weixin.qq.com/s/RMSNmWc1gw-M7AFEyuHlpg
https://mp.weixin.qq.com/s/RMSNmWc1gw-M7AFEyuHlpg
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FGFR1; trial
FGFR3;
FGFR2;
VEGFR2;
PDGFR-q;
RET
Second-line
treatment with the )
. Terminated
CDK4/6 inhibitor T
e
Vepdegestr i Palbociclib for -
Pfizer ERs NDA deveopment  2025.08.05
ant ER+/HER2- Seveopment
T of phase Il
advanced or trial
ria
metastatic breast -
cancer
Combined with the
investigational
CDK4 inhibitor Terminated
Veod ¢ Atirmociclib for the
epdegestr
¢ Pfizer ERs first-line treatment NDA deveopment  2025.08.05
an
- of ER+/HER2- of phase II
advanced or trial
metastatic breast
cancer
Various primary and
metastatic liver
cancers, including
A . hepatocellular
nnamycin
- carcinoma (HCC), Presented
liposomal . . -
(Moleculi Moleculin TOP2 colorectal liver Phase llI ositive data  2025.08.06
oleculin posit
— metastases and of preclinical
Biotech) .
- pancreatic ductal
adenocarcinoma
(PDAC) liver
metastases
Mit ) Recurrent low-
itomycin
) grade moderate- Presented
sustained UroG i<k | ﬁ
- roGen risk non-muscle- positive data
release DNA . . Approved 2025.08.06
- Pharma invasive bladder of phase IlI
(UroGen -
— cancer (LG-IR- trial
Pharma) . T
- NMIBC) in adults
. Presented
. Telomera Aggressive prostate L - .
TELOMIR-1 Telomir Preclinical  positive data  2025.08.07
- se cancer
of preclinical
Biologicals Izalontama  Baili-pharm EGFR; Egfr-tki-resistant Phase Il Initiated 2025.08.03
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https://mp.weixin.qq.com/s/RMSNmWc1gw-M7AFEyuHlpg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://mp.weixin.qq.com/s/qOFDWKEc8DxigPqEWpFotg
https://moleculin.com/moleculin-biotech-inc-unveils-promising-preclinical-data-of-annamycin-in-liver-cancer-treatment/
https://moleculin.com/moleculin-biotech-inc-unveils-promising-preclinical-data-of-annamycin-in-liver-cancer-treatment/
https://moleculin.com/moleculin-biotech-inc-unveils-promising-preclinical-data-of-annamycin-in-liver-cancer-treatment/
https://investors.urogen.com/news-releases/news-release-details/urogen-announces-24-month-duration-response-722-pivotal-phase-3
https://investors.urogen.com/news-releases/news-release-details/urogen-announces-24-month-duration-response-722-pivotal-phase-3
https://investors.urogen.com/news-releases/news-release-details/urogen-announces-24-month-duration-response-722-pivotal-phase-3
https://investors.urogen.com/news-releases/news-release-details/urogen-announces-24-month-duration-response-722-pivotal-phase-3
https://ir.telomirpharma.com/telomir-pharmaceuticals-announces-in-vitro-data-showing-telomir-1-inhibits-key-epigenetic-enzymes-driving-tumor-growth-autoimmune-disease-neurodegeneration-and-metabolic-dysfunction/
https://ir.telomirpharma.com/telomir-pharmaceuticals-announces-in-vitro-data-showing-telomir-1-inhibits-key-epigenetic-enzymes-driving-tumor-growth-autoimmune-disease-neurodegeneration-and-metabolic-dysfunction/
https://ir.telomirpharma.com/telomir-pharmaceuticals-announces-in-vitro-data-showing-telomir-1-inhibits-key-epigenetic-enzymes-driving-tumor-growth-autoimmune-disease-neurodegeneration-and-metabolic-dysfunction/
https://mp.weixin.qq.com/s/vIDK24XrJWJqS9FhhI2Vzw
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b HERS3; EGFR-mutated non- phase /1l
brengiteca TOP1 small cell lung trial
n cancer
Recurrent/metastati
¢ head and neck
) squamous cell
Histocom .
Eftilagimod tibilit carcinoma (1L FDA-positi
ilagimo atibili -positive
Immutep P . Y HNSCC) with PD-L1 Phase I 2025.08.05
alpha antigens ) feedback
expression lower -
class Il i
than 1(combined
positive score
[CPS]<1)
Giant cell tumor of c leted
omplete
the ganglion sheath th
e
Emactuzu SynOx (TGCT) that is —
- ) CSF1R ) Phase llI enrollment 2025.08.05
mab Therapeutics inoperable or does 4f hase I
- of phase
not benefit from )
trial
surgery -
Terminated
. the
Quavonlim Non-small cell lung -
7b Merck CTLA4 Phase Il deveopment  2025.08.05
a cancer
- of phase Il
trial
Terminated
. the
Patritumab Merck HER3; Non-small cell lung BLA q - t 20250805
- erc eveopmen .08.
Deruxtecan TOP1 cancer
of phase llI
trial
Terminated
Felmetatug Tubuli Advanced solid the
elmetatu i ubulin; vanced soli
Pfizer Phase | deveopment  2025.08.05
vedotin VTCN1 tumors
- of phase |
trial
Izalontama . .
7b EGFR; Metastatic Initiated
- Baili-pharm HERS3; urothelial Phase Il phase II/1ll 2025.08.06
brengiteca . .
TOP1 carcinoma trial
n -
Not Metastatic Presented
o -
Cell castration-resistant positive data
INKmune Inmune applicabl Phase Il 2025.08.04
Therapy - prostate cancer of phase I/1l
e
(mCRPQ) trial
Mutant KRAS IDMC-
Vaccine ELI-002 Elicio KRAS (mKRAS) -driven Phase Il positive 2025.08.05
pancreatic ductal feedback
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https://mp.weixin.qq.com/s/vIDK24XrJWJqS9FhhI2Vzw
https://mp.weixin.qq.com/s/vIDK24XrJWJqS9FhhI2Vzw
https://www.immutep.com/immutep-receives-positive-feedback-from-fda-on-late-stage-clinical-development-of-eftilagimod-alfa-in-head-and-neck-cancer-with-cps/
https://www.immutep.com/immutep-receives-positive-feedback-from-fda-on-late-stage-clinical-development-of-eftilagimod-alfa-in-head-and-neck-cancer-with-cps/
https://synoxtherapeutics.com/synox-therapeutics-completes-enrollment-in-registrational-phase-3-tangent-clinical-trial-significantly-ahead-of-timeline/
https://synoxtherapeutics.com/synox-therapeutics-completes-enrollment-in-registrational-phase-3-tangent-clinical-trial-significantly-ahead-of-timeline/
https://synoxtherapeutics.com/synox-therapeutics-completes-enrollment-in-registrational-phase-3-tangent-clinical-trial-significantly-ahead-of-timeline/
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https://mp.weixin.qq.com/s/nzmSpBzDRcpNP0TkFOOP7Q
https://mp.weixin.qq.com/s/nzmSpBzDRcpNP0TkFOOP7Q
https://mp.weixin.qq.com/s/nzmSpBzDRcpNP0TkFOOP7Q
https://data.pharmacodia.com/drugs/details/basic/60176772480214696171
https://www.inmunebio.com/index.php/newsroom/2025-news/muneiosaerialofmuneinetastaticas20250804050503
https://www.inmunebio.com/index.php/newsroom/2025-news/muneiosaerialofmuneinetastaticas20250804050503
https://www.inmunebio.com/index.php/newsroom/2025-news/muneiosaerialofmuneinetastaticas20250804050503
https://www.inmunebio.com/index.php/newsroom/2025-news/muneiosaerialofmuneinetastaticas20250804050503
https://data.pharmacodia.com/drugs/details/basic/1383291661034988516
https://elicio.com/press_releases/elicio-therapeutics-announces-positive-recommendation-by-idmc-to-continue-eli-002-7p-randomized-phase-2-study-in-pancreatic-cancer-without-modifications-to-final-analysis/
https://elicio.com/press_releases/elicio-therapeutics-announces-positive-recommendation-by-idmc-to-continue-eli-002-7p-randomized-phase-2-study-in-pancreatic-cancer-without-modifications-to-final-analysis/
https://elicio.com/press_releases/elicio-therapeutics-announces-positive-recommendation-by-idmc-to-continue-eli-002-7p-randomized-phase-2-study-in-pancreatic-cancer-without-modifications-to-final-analysis/
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1.3.3 Pathological Conditions, Signs and Symptoms
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https://fibrogen.gcs-web.com/news-releases/news-release-details/fibrogen-announces-positive-type-c-meeting-fda-roxadustat
https://fibrogen.gcs-web.com/news-releases/news-release-details/fibrogen-announces-positive-type-c-meeting-fda-roxadustat
https://fibrogen.gcs-web.com/news-releases/news-release-details/fibrogen-announces-positive-type-c-meeting-fda-roxadustat
https://fibrogen.gcs-web.com/news-releases/news-release-details/fibrogen-announces-positive-type-c-meeting-fda-roxadustat
https://ir.genmab.com/news-releases/news-release-details/genmab-announces-phase-3-epcorer-fl-1-clinical-trial-met-dual
https://ir.genmab.com/news-releases/news-release-details/genmab-announces-phase-3-epcorer-fl-1-clinical-trial-met-dual
https://ir.genmab.com/news-releases/news-release-details/genmab-announces-phase-3-epcorer-fl-1-clinical-trial-met-dual
https://ir.genmab.com/news-releases/news-release-details/genmab-announces-phase-3-epcorer-fl-1-clinical-trial-met-dual
https://investors.sentibio.com/news-releases/news-release-details/senti-bio-determines-recommended-phase-2-dose-rp2d-phase-1-study
https://investors.sentibio.com/news-releases/news-release-details/senti-bio-determines-recommended-phase-2-dose-rp2d-phase-1-study
https://investors.sentibio.com/news-releases/news-release-details/senti-bio-determines-recommended-phase-2-dose-rp2d-phase-1-study
https://investors.sentibio.com/news-releases/news-release-details/senti-bio-determines-recommended-phase-2-dose-rp2d-phase-1-study
https://ir.sellaslifesciences.com/news/News-Details/2025/SELLAS-Life-Sciences-Announces-Independent-Data-Monitoring-Committee-Periodic-Review-and-Positive-Recommendation-to-Continue-Pivotal-Phase-3-REGAL-Trial-of-GPS-in-AML-Without-Modification/default.aspx
https://ir.sellaslifesciences.com/news/News-Details/2025/SELLAS-Life-Sciences-Announces-Independent-Data-Monitoring-Committee-Periodic-Review-and-Positive-Recommendation-to-Continue-Pivotal-Phase-3-REGAL-Trial-of-GPS-in-AML-Without-Modification/default.aspx
https://ir.sellaslifesciences.com/news/News-Details/2025/SELLAS-Life-Sciences-Announces-Independent-Data-Monitoring-Committee-Periodic-Review-and-Positive-Recommendation-to-Continue-Pivotal-Phase-3-REGAL-Trial-of-GPS-in-AML-Without-Modification/default.aspx
https://www.spinebiopharma.com/spinebio-news/spine-biopharma-announces-topline-results-from-phase-3-model-trial-for-sb-01-vicatertide-in-chronic-low-back-pain-associated-with-degenerative-disc-disease
https://www.spinebiopharma.com/spinebio-news/spine-biopharma-announces-topline-results-from-phase-3-model-trial-for-sb-01-vicatertide-in-chronic-low-back-pain-associated-with-degenerative-disc-disease
https://www.spinebiopharma.com/spinebio-news/spine-biopharma-announces-topline-results-from-phase-3-model-trial-for-sb-01-vicatertide-in-chronic-low-back-pain-associated-with-degenerative-disc-disease
https://www.spinebiopharma.com/spinebio-news/spine-biopharma-announces-topline-results-from-phase-3-model-trial-for-sb-01-vicatertide-in-chronic-low-back-pain-associated-with-degenerative-disc-disease
https://news.vrtx.com/news-releases/news-release-details/vertex-announces-results-phase-2-study-vx-993-treatment-acute
https://news.vrtx.com/news-releases/news-release-details/vertex-announces-results-phase-2-study-vx-993-treatment-acute
https://news.vrtx.com/news-releases/news-release-details/vertex-announces-results-phase-2-study-vx-993-treatment-acute
https://news.vrtx.com/news-releases/news-release-details/vertex-announces-results-phase-2-study-vx-993-treatment-acute
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
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https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://www.biospace.com/press-releases/maxona-pharmaceuticals-submits-investigational-new-drug-application-to-the-u-s-food-and-drug-administration-for-max-001
https://www.biospace.com/press-releases/maxona-pharmaceuticals-submits-investigational-new-drug-application-to-the-u-s-food-and-drug-administration-for-max-001
https://www.hmnc-brainhealth.com/news/HMNC-Brain-Health-Announces-Phase-2-Results-from-OLIVE-Trial-in-Major-Depressive-Disorder-MDD-with-Genetically-Guided-Precision-Approach
https://www.hmnc-brainhealth.com/news/HMNC-Brain-Health-Announces-Phase-2-Results-from-OLIVE-Trial-in-Major-Depressive-Disorder-MDD-with-Genetically-Guided-Precision-Approach
https://www.hmnc-brainhealth.com/news/HMNC-Brain-Health-Announces-Phase-2-Results-from-OLIVE-Trial-in-Major-Depressive-Disorder-MDD-with-Genetically-Guided-Precision-Approach
https://www.hmnc-brainhealth.com/news/HMNC-Brain-Health-Announces-Phase-2-Results-from-OLIVE-Trial-in-Major-Depressive-Disorder-MDD-with-Genetically-Guided-Precision-Approach
https://www.hmnc-brainhealth.com/news/HMNC-Brain-Health-Announces-Phase-2-Results-from-OLIVE-Trial-in-Major-Depressive-Disorder-MDD-with-Genetically-Guided-Precision-Approach
https://www.businesswire.com/news/home/20250729152776/en/
https://www.businesswire.com/news/home/20250729152776/en/
https://ir.bioxceltherapeutics.com/news-releases/news-release-details/bioxcel-therapeutics-announces-publication-frontiers
https://ir.bioxceltherapeutics.com/news-releases/news-release-details/bioxcel-therapeutics-announces-publication-frontiers
https://ir.bioxceltherapeutics.com/news-releases/news-release-details/bioxcel-therapeutics-announces-publication-frontiers
https://ir.bioxceltherapeutics.com/news-releases/news-release-details/bioxcel-therapeutics-announces-publication-frontiers
https://ir.cybin.com/investors/news/news-details/2025/Cybin-Receives-European-Approval-for-EMBRACE-a-Multinational-Phase-3-Study-Evaluating-CYB003-for-the-Adjunctive-Treatment-of-Major-Depressive-Disorder/default.aspx
https://ir.cybin.com/investors/news/news-details/2025/Cybin-Receives-European-Approval-for-EMBRACE-a-Multinational-Phase-3-Study-Evaluating-CYB003-for-the-Adjunctive-Treatment-of-Major-Depressive-Disorder/default.aspx
https://ir.cybin.com/investors/news/news-details/2025/Cybin-Receives-European-Approval-for-EMBRACE-a-Multinational-Phase-3-Study-Evaluating-CYB003-for-the-Adjunctive-Treatment-of-Major-Depressive-Disorder/default.aspx
https://ir.cybin.com/investors/news/news-details/2025/Cybin-Receives-European-Approval-for-EMBRACE-a-Multinational-Phase-3-Study-Evaluating-CYB003-for-the-Adjunctive-Treatment-of-Major-Depressive-Disorder/default.aspx
https://ir.cybin.com/investors/news/news-details/2025/Cybin-Receives-European-Approval-for-EMBRACE-a-Multinational-Phase-3-Study-Evaluating-CYB003-for-the-Adjunctive-Treatment-of-Major-Depressive-Disorder/default.aspx
https://www.clicktherapeutics.com/news/boehringer-and-click-therapeutics-investigational-prescription-digital-therapeutic-ct-155-meets-primary-endpoint-in-convoke-study-for-negative-symptoms-in-schizophrenia
https://www.clicktherapeutics.com/news/boehringer-and-click-therapeutics-investigational-prescription-digital-therapeutic-ct-155-meets-primary-endpoint-in-convoke-study-for-negative-symptoms-in-schizophrenia
https://www.clicktherapeutics.com/news/boehringer-and-click-therapeutics-investigational-prescription-digital-therapeutic-ct-155-meets-primary-endpoint-in-convoke-study-for-negative-symptoms-in-schizophrenia
https://www.clicktherapeutics.com/news/boehringer-and-click-therapeutics-investigational-prescription-digital-therapeutic-ct-155-meets-primary-endpoint-in-convoke-study-for-negative-symptoms-in-schizophrenia
https://www.cassavasciences.com/news-releases/news-release-details/cassava-sciences-reports-positive-preclinical-study-evaluating
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https://www.cassavasciences.com/news-releases/news-release-details/cassava-sciences-reports-positive-preclinical-study-evaluating
https://www.cassavasciences.com/news-releases/news-release-details/cassava-sciences-reports-positive-preclinical-study-evaluating
https://investor.lineagecell.com/news-releases/news-release-details/lineage-announces-dosing-first-patient-new-clinical-study-opc1
https://investor.lineagecell.com/news-releases/news-release-details/lineage-announces-dosing-first-patient-new-clinical-study-opc1
https://investor.lineagecell.com/news-releases/news-release-details/lineage-announces-dosing-first-patient-new-clinical-study-opc1
https://www.aicuris.com/press-release/aicuris-presents-pharmacokinetic-data-from-the-first-in-human-clinical-trial-of-aic468-a-novel-antisense-oligonucleotide-targeting-bk-virus-at-world-transplant-congress/
https://www.aicuris.com/press-release/aicuris-presents-pharmacokinetic-data-from-the-first-in-human-clinical-trial-of-aic468-a-novel-antisense-oligonucleotide-targeting-bk-virus-at-world-transplant-congress/
https://www.aicuris.com/press-release/aicuris-presents-pharmacokinetic-data-from-the-first-in-human-clinical-trial-of-aic468-a-novel-antisense-oligonucleotide-targeting-bk-virus-at-world-transplant-congress/
https://www.aicuris.com/press-release/aicuris-presents-pharmacokinetic-data-from-the-first-in-human-clinical-trial-of-aic468-a-novel-antisense-oligonucleotide-targeting-bk-virus-at-world-transplant-congress/
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-interim-phase-1a-data-clinical
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-interim-phase-1a-data-clinical
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-interim-phase-1a-data-clinical
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-interim-phase-1a-data-clinical
https://www.globenewswire.com/news-release/2025/08/07/3129326/0/en/Bioxytran-s-Breakthrough-Broad-Spectrum-Antiviral-Technology-Poised-to-Revolutionize-Respiratory-Infection-Treatment.html
https://www.globenewswire.com/news-release/2025/08/07/3129326/0/en/Bioxytran-s-Breakthrough-Broad-Spectrum-Antiviral-Technology-Poised-to-Revolutionize-Respiratory-Infection-Treatment.html
https://www.globenewswire.com/news-release/2025/08/07/3129326/0/en/Bioxytran-s-Breakthrough-Broad-Spectrum-Antiviral-Technology-Poised-to-Revolutionize-Respiratory-Infection-Treatment.html
https://www.globenewswire.com/news-release/2025/08/07/3129326/0/en/Bioxytran-s-Breakthrough-Broad-Spectrum-Antiviral-Technology-Poised-to-Revolutionize-Respiratory-Infection-Treatment.html
https://www.globenewswire.com/news-release/2025/08/07/3129326/0/en/Bioxytran-s-Breakthrough-Broad-Spectrum-Antiviral-Technology-Poised-to-Revolutionize-Respiratory-Infection-Treatment.html
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-positive-interim-results-phase-1b
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-positive-interim-results-phase-1b
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-positive-interim-results-phase-1b
https://investor.assemblybio.com/news-releases/news-release-details/assembly-biosciences-reports-positive-interim-results-phase-1b
https://mp.weixin.qq.com/s/zdegZJS47Ji8VW6Py-C4KQ
https://mp.weixin.qq.com/s/zdegZJS47Ji8VW6Py-C4KQ
https://mp.weixin.qq.com/s/zdegZJS47Ji8VW6Py-C4KQ
https://mp.weixin.qq.com/s/zdegZJS47Ji8VW6Py-C4KQ
https://mp.weixin.qq.com/s/zdegZJS47Ji8VW6Py-C4KQ
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a
https://investors.vivani.com/investors/news-events/press-releases/detail/198/vivani-medical-announces-rapid-advancement-of-npm-139-a
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https://mp.weixin.qq.com/s/82U2juBWEoe-GOhvPHqevw
https://mp.weixin.qq.com/s/82U2juBWEoe-GOhvPHqevw
https://mp.weixin.qq.com/s/82U2juBWEoe-GOhvPHqevw
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/lXEwgG2NBvfXVCoem4mF3Q
https://mp.weixin.qq.com/s/rTsMGuqpH94p6xjVQj5_uQ
https://mp.weixin.qq.com/s/rTsMGuqpH94p6xjVQj5_uQ
https://mp.weixin.qq.com/s/rTsMGuqpH94p6xjVQj5_uQ
https://mp.weixin.qq.com/s/rTsMGuqpH94p6xjVQj5_uQ
https://mp.weixin.qq.com/s/rTsMGuqpH94p6xjVQj5_uQ
https://mp.weixin.qq.com/s/fsjovYsvVAd3ch4v43bIpA
https://mp.weixin.qq.com/s/fsjovYsvVAd3ch4v43bIpA
https://mp.weixin.qq.com/s/fsjovYsvVAd3ch4v43bIpA
https://mp.weixin.qq.com/s/fsjovYsvVAd3ch4v43bIpA
https://www.nicox.com/wp-content/uploads/EN_NCX470KowaFPFVAugust2025_PR_FINAL.pdf
https://www.nicox.com/wp-content/uploads/EN_NCX470KowaFPFVAugust2025_PR_FINAL.pdf
https://www.businesswire.com/news/home/20250806585386/en/PolyActiva-Announces-First-Patient-Enrolled-in-US-Phase-2b-Clinical-Trial-of-its-Ocular-Micro-Implant-for-Glaucoma-and-Ocular-Hypertension
https://www.businesswire.com/news/home/20250806585386/en/PolyActiva-Announces-First-Patient-Enrolled-in-US-Phase-2b-Clinical-Trial-of-its-Ocular-Micro-Implant-for-Glaucoma-and-Ocular-Hypertension
https://www.businesswire.com/news/home/20250806585386/en/PolyActiva-Announces-First-Patient-Enrolled-in-US-Phase-2b-Clinical-Trial-of-its-Ocular-Micro-Implant-for-Glaucoma-and-Ocular-Hypertension
https://www.businesswire.com/news/home/20250806585386/en/PolyActiva-Announces-First-Patient-Enrolled-in-US-Phase-2b-Clinical-Trial-of-its-Ocular-Micro-Implant-for-Glaucoma-and-Ocular-Hypertension
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Terminated
Ly the
397?106 Lilly KCNA3 Psoriasis Phase Il deveopment  2025.08.05
- of phase Il
trial
. Patients with
Chemicals )
generalized
Intermediate  intermediate to .
TolaSure . . ] Initiated
- Biomendics filament severe Phase Il - 2025.08.08
Topical Gel ] ) ) phase Il trial
proteins Epidermolysis
Bullosa Simplex
(EB Simplex)
Data source: Pharmacodia Global
1.3.10 Immune System Diseases
Dru Dru . .. Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
. Terminated
Autoimmune -
the
. Itaconate . . and -
Chemicals - Lilly Updating . Phase | deveopment  2025.08.05
mimetic inflammatory ¢ oh |
- of phase
disease _p_
trial
Terminated
the
Matosus and -
PT-101 Merck IL2RA il Phase Il deveopment  2025.08.05
vitiligo
J of phase Il
Biologicals trial
Kidney Presented
transplant positive data
Tegoprubart Eledon CD40L ) p. Phase Il 2025.08.06
rejection of phase |b
reaction trial
Data source: Pharmacodia Global
1.3.11 Endocrinology Diseases
Dru Dru . . Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
. . . First patient
Cadisegliat Vitv Type | diabetes
Chemicals - . GK yp Phase llI enrolled in 2025.08.07
in Therapeutics (TID) -
- phase Il trial
Not Children with type First patient
o
Cell PTG-007 PolTREG . Children with type Phase Il dosed in 2025.08.04
- applicable ) -
Therapy | diabetes phase Il trial
UP-421 Sana HLA Type | diabetes Phase | Presented 2025.08.06
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https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://www.businesswire.com/news/home/20250806145441/en/BioMendics-Launches-TAMES-02-Clinical-Trial-for-Innovative-Epidermolysis-Bullosa-Simplex-Therapy
https://www.businesswire.com/news/home/20250806145441/en/BioMendics-Launches-TAMES-02-Clinical-Trial-for-Innovative-Epidermolysis-Bullosa-Simplex-Therapy
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/xOZfR-e2YK19m5RYdkVYhA
https://mp.weixin.qq.com/s/xOZfR-e2YK19m5RYdkVYhA
https://mp.weixin.qq.com/s/xOZfR-e2YK19m5RYdkVYhA
https://mp.weixin.qq.com/s/xOZfR-e2YK19m5RYdkVYhA
https://mp.weixin.qq.com/s/xOZfR-e2YK19m5RYdkVYhA
https://ir.eledon.com/news-releases/news-release-details/eledon-presents-updated-data-ongoing-phase-1b-trial-evaluating-0
https://ir.eledon.com/news-releases/news-release-details/eledon-presents-updated-data-ongoing-phase-1b-trial-evaluating-0
https://ir.eledon.com/news-releases/news-release-details/eledon-presents-updated-data-ongoing-phase-1b-trial-evaluating-0
https://ir.eledon.com/news-releases/news-release-details/eledon-presents-updated-data-ongoing-phase-1b-trial-evaluating-0
https://ir.vtvtherapeutics.com/news-releases/news-release-details/vtv-therapeutics-announces-first-study-participant-randomized
https://ir.vtvtherapeutics.com/news-releases/news-release-details/vtv-therapeutics-announces-first-study-participant-randomized
https://ir.vtvtherapeutics.com/news-releases/news-release-details/vtv-therapeutics-announces-first-study-participant-randomized
https://poltreg.com/poltreg-doses-first-patient-in-phase-ii-trial-for-pre-symptomatic-type-1-diabetes-with-ptg-007/
https://poltreg.com/poltreg-doses-first-patient-in-phase-ii-trial-for-pre-symptomatic-type-1-diabetes-with-ptg-007/
https://poltreg.com/poltreg-doses-first-patient-in-phase-ii-trial-for-pre-symptomatic-type-1-diabetes-with-ptg-007/
https://ir.sana.com/news-releases/news-release-details/sana-biotechnology-announces-publication-new-england-journal
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(TID) positive data
of clinica
trial
Data source: Pharmacodia Global
1.3.12 Cardiovascular Diseases
Dru . . Highest Latest
9 Drug Name Company Target Indication 9 Date
Type Status Progress
Inclisiran ) Acute Coronary [nitiated
- Novartis PCSK9 Approved - . 2025.08.04
sodium Syndrome (ACS) phase Il trial
. Presented
Chemicals Na+/K Cardi . ﬁ
a+/K+ ardiogenic ositive data
Istaroxime Windtree 9 Phase Il posttve cata 2025.08.05
- ATPase shock of phase Il
trial
Atherosclerotic First patient
Marea cardiovascular enrolled in
MARO0O1 ) ANGPTL4 . Phase Il - 2025.08.04
- Therapeutics disease (ASCVD) phase IIb
in adults trial
. . Moderate to
Biologicals
severe First patient
vasomotor _p_
ABCL-635 AbCellera NK3R Phase | dosed in 2025.08.07
symptoms phase | trial
ase
(VMS) related to
menopause
Data source: Pharmacodia Global
1.3.13 Gastroenterology Diseases
Dru . . Highest Latest
9 Drug Name Company Target Indication 9 Date
Type Status Progress
Metabolic Terminated
dysfunction- . the
. Terminated -
LY-3885125 Lilly SCAP related fatty (Phase ) deveopment  2025.08.05
. ase
liver disease of phase |
(MASLD) trial
Presented
Sebela Gastroesophage positi
Chemicals ) H+/K+ p 9 ?SI Ve
Tegoprazan Pharmaceuti ATP al reflux disease ~ Approved  topline data  2025.08.07
ase
cals (GERD) of phase llI
trial
Presented
Moderate to 7,{ dat
ositive data
GT-2108 Palisade Bio PDE4 severe ulcerative Phase | pfh—l 2025.08.07
- of phase la
colitis (UC) _pt—l
ria
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https://data.pharmacodia.com/nct/#/main/nctDetails?id=1951947144344633972&nctNumber=NCT07102628
https://ir.windtreetx.com/news-releases/news-release-details/windtree-announces-istaroxime-phase-2-interim-analysis-scai
https://ir.windtreetx.com/news-releases/news-release-details/windtree-announces-istaroxime-phase-2-interim-analysis-scai
https://ir.windtreetx.com/news-releases/news-release-details/windtree-announces-istaroxime-phase-2-interim-analysis-scai
https://ir.windtreetx.com/news-releases/news-release-details/windtree-announces-istaroxime-phase-2-interim-analysis-scai
https://www.mareatx.com/press-releases/marea-therapeutics-enrolls-first-patient-in-phase-2b-tydal-timi-78-clinical-study-evaluating-mar001-in-adults-at-risk-of-ascvd/
https://www.mareatx.com/press-releases/marea-therapeutics-enrolls-first-patient-in-phase-2b-tydal-timi-78-clinical-study-evaluating-mar001-in-adults-at-risk-of-ascvd/
https://www.mareatx.com/press-releases/marea-therapeutics-enrolls-first-patient-in-phase-2b-tydal-timi-78-clinical-study-evaluating-mar001-in-adults-at-risk-of-ascvd/
https://www.mareatx.com/press-releases/marea-therapeutics-enrolls-first-patient-in-phase-2b-tydal-timi-78-clinical-study-evaluating-mar001-in-adults-at-risk-of-ascvd/
https://s26.q4cdn.com/359178033/files/doc_news/AbCellera-Reports-Q2-2025-Business-Results--First-Participants-Dosed-in-a-Phase-1-Clinical-Trial-of-ABCL635-for-Vasomotor-Symptoms-2025.pdf
https://s26.q4cdn.com/359178033/files/doc_news/AbCellera-Reports-Q2-2025-Business-Results--First-Participants-Dosed-in-a-Phase-1-Clinical-Trial-of-ABCL635-for-Vasomotor-Symptoms-2025.pdf
https://s26.q4cdn.com/359178033/files/doc_news/AbCellera-Reports-Q2-2025-Business-Results--First-Participants-Dosed-in-a-Phase-1-Clinical-Trial-of-ABCL635-for-Vasomotor-Symptoms-2025.pdf
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://mp.weixin.qq.com/s/4_OlnXElG_i0XfU82hhaig
https://www.drugs.com/clinical_trials/sebela-pharmaceuticals-announces-successful-completion-phase-3-triumph-program-tegoprazan-gerd-22134.html
https://www.drugs.com/clinical_trials/sebela-pharmaceuticals-announces-successful-completion-phase-3-triumph-program-tegoprazan-gerd-22134.html
https://www.drugs.com/clinical_trials/sebela-pharmaceuticals-announces-successful-completion-phase-3-triumph-program-tegoprazan-gerd-22134.html
https://www.drugs.com/clinical_trials/sebela-pharmaceuticals-announces-successful-completion-phase-3-triumph-program-tegoprazan-gerd-22134.html
https://www.drugs.com/clinical_trials/sebela-pharmaceuticals-announces-successful-completion-phase-3-triumph-program-tegoprazan-gerd-22134.html
https://palisadebio.com/palisade-bio-reports-100-clinical-response-in-phase-1b-ulcerative-colitis-cohort-with-novel-pde4-inhibitor-pali-2108/
https://palisadebio.com/palisade-bio-reports-100-clinical-response-in-phase-1b-ulcerative-colitis-cohort-with-novel-pde4-inhibitor-pali-2108/
https://palisadebio.com/palisade-bio-reports-100-clinical-response-in-phase-1b-ulcerative-colitis-cohort-with-novel-pde4-inhibitor-pali-2108/
https://palisadebio.com/palisade-bio-reports-100-clinical-response-in-phase-1b-ulcerative-colitis-cohort-with-novel-pde4-inhibitor-pali-2108/
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Presented
Moderate to 7'{ dat
positive data
GT-2108 Palisade Bio PDE4 severe ulcerative Phase | f ohase Ib 2025.08.07
- of phase
colitis (UC) _p—
trial
Data source: Pharmacodia Global
1.3.14 Urogenital Diseases
Dru < .- Highest Latest
9 Drug Name Company Target Indication 9 Date
Type Status Progress
Cardiac surgery . .
. First patient
. Arch associated acute i
Chemicals Metablok . DPEP1 . . Phase Il dosed in 2025.08.06
- Biopartners kidney injury hill trial
phase Il tria
(CS-AKI)
PS-002 IgA MHRA-
(Purespring Purespring  Updating nephropathy Phase Il approved I/ll  2025.08.05
. . Therapeutics) (IgAN) phase trial
Biologicals - - -
Active First patient
E-602 Palleon Updating glomerulonephr Phase Il dosed in 2025.08.07
itis phase Il trial

2. Drug Approval/R&D Trends in China

2.1 Novel Drug Approval Status in China

2.1.1 NDA Approval

No drugs have been approved this week.

2.1.2 BLA Approval

Data source: Pharmacodia Global

Drug Name Company Target Indication Igg:j:t Latest Progress Date
Dulaglutide Blood glucose control
Biosimilar (Luye Boan-bio GLP1R in adult patients with Approved NMPA-approved 2025.08.05
Pharma) type Il diabetes
Rheumatoid arthritis;
Adalimumab Ankylosing spondylitis;
biosimilar Wuhan Psoriasis;
(Wuhan Institute Of TNFa Crohn's disease; Approved NMPA-Approved 2025.08.05
Institute Of Biological Uveitis;
Biological) Polyarticular juvenile

idiopathic arthritis;
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https://palisadebio.com/palisade-bio-reports-100-clinical-response-in-phase-1b-ulcerative-colitis-cohort-with-novel-pde4-inhibitor-pali-2108/
https://archbiopartners.com/2025/08/06/arch-biopartners-announces-first-patient-successfully-dosed-at-toronto-general-hospital-in-phase-ii-trial-of-lsalt-peptide-targeting-cardiac-surgery-associated-acute-kidney-injury/
https://archbiopartners.com/2025/08/06/arch-biopartners-announces-first-patient-successfully-dosed-at-toronto-general-hospital-in-phase-ii-trial-of-lsalt-peptide-targeting-cardiac-surgery-associated-acute-kidney-injury/
https://archbiopartners.com/2025/08/06/arch-biopartners-announces-first-patient-successfully-dosed-at-toronto-general-hospital-in-phase-ii-trial-of-lsalt-peptide-targeting-cardiac-surgery-associated-acute-kidney-injury/
https://purespringtx.com/purespring-therapeutics-receives-uk-cta-approval-for-phase-i-ii-clinical-trial-of-ps-002-in-patients-with-primary-iga-nephropathy/
https://purespringtx.com/purespring-therapeutics-receives-uk-cta-approval-for-phase-i-ii-clinical-trial-of-ps-002-in-patients-with-primary-iga-nephropathy/
https://purespringtx.com/purespring-therapeutics-receives-uk-cta-approval-for-phase-i-ii-clinical-trial-of-ps-002-in-patients-with-primary-iga-nephropathy/
https://palleonpharma.com/press-releases/palleon-pharmaceuticals-announces-first-patient-dosed-in-phase-2-clinical-trial-of-e-602-hlx79-a-potential-first-in-class-treatment-for-active-glomerulonephritis/
https://palleonpharma.com/press-releases/palleon-pharmaceuticals-announces-first-patient-dosed-in-phase-2-clinical-trial-of-e-602-hlx79-a-potential-first-in-class-treatment-for-active-glomerulonephritis/
https://palleonpharma.com/press-releases/palleon-pharmaceuticals-announces-first-patient-dosed-in-phase-2-clinical-trial-of-e-602-hlx79-a-potential-first-in-class-treatment-for-active-glomerulonephritis/
https://www.boan-bio.com/cn/phone/info.php?id=508
https://mp.weixin.qq.com/s/Eitty-bx9CvXPVBtguQsmg
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Childhood plaque

psoriasis
Data source: Pharmacodia Global
2.1.3 Vaccine Approval
No drugs have been approved this week.
2.1.4 New Compound Approval
No drugs have been approved this week.
2.1.5 Expanded Indication Approval
s e Highest Latest
Drug Name Company Target Indication 9 Date
Status Progress
Maintenance treatment for NMPA-
severe eosinophilic asthma approval of
Benralizumab AstraZeneca IL5RA . . P Approved dpprover o 2025.08.04
- (SEA) in children (6 to < 12 extended
years old) indication
First-line treatment for adult
patients with locally advanced
or metastatic non-small cell NMPA-
Johnson & c-Met; lung cancer (NSCLC approval of
Amivantamab .g . ( ) Approved S 2025.08.08
- Johnson EGFR harboring epidermal growth extended
factor receptor (EGFR) exon 19 indication

deletion or exon 21 L858R

replacement mutation

Data source: Pharmacodia Global

2.1.6 New Formulation Approval
No drugs have been approved this week.
2.1.7 Refusal of Approval

No drugs have been approved this week.
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https://mp.weixin.qq.com/s/lpdCx6jvRv4fujLAz2iSgQ
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2.2 New Drug Application Status in China

2.2.1 NDA/BLA

. Registr
Applica .
Drug Type Drug Company Target tion ation Acceptance Date
Name classifi number
Type .
cation
Jiaxing AnDiCon
. Biotech Co Ltd;  Endonucleas
Deunoxavir . New
. Shanghai STA es; 1 CXHS2500089 2025.08.02
Marboxil . drug
Pharmaceutical PA
Product Co Ltd
Cspc Ouyi
Chemicals spe uy.|
Pharmaceutical
) Co Ltd;
Semaglutid . New CXHS2500090;
Cspc Baike GLP1R 2.2 2025.08.05
e(CSPC) drug CXHS2500091
(Shandong)
Biopharmaceuti
cal Co Ltd
Novartis Pharma
Onasemno Schweiz Ag;
gene Novartis Gene
. SMN Import 2.1 JXSS2500106 2025.08.02
abeparvov Therapies Inc;
. ec Beijing Novartis
Therapeutic
. . Pharma Co Ltd
Biologicals
Guangdong
Human .
Danxia
tetanus . . Not New
. Biological . 34 CXSS2500078 2025.08.06
immunog| . applicable drug
. Pharmaceutical
obulin
Co Ltd
Data source: Pharmacodia Global
2.2.2 Special Designations
Dru Dru .- Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
JAK2; .
o o Chronic graft- NMPA-Break
. Rovadicitin Chiatai ROCK2; . -
Chemicals —— o versus-host disease NDA Through 2025.08.07
ib Tianging ROCK1; (cGVHD) h
C erapy
TYK2
Pd-11-positive NMPA-
Trastuzuma HER2; (CPS>1) locall proposed
Biologicals b Hengrui ' ) Y Approved 2025.08.08
- TOP1 recurrent Break
rezetecan
- unresectable or Through
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metastatic triple- Therapy
negative breast
cancer
Adult-onset NMPA-
eneralized roposed
HB-0034  Huaota IL-36R J © Phasell  POPEC 50050808
- pustular psoriasis Priority
(GPP) Review
Pd-11-positive
(CPS21) locally NMPA -
. recurrent proposed
Adebrelim .
T Hengrui PD-L1 unresectable or Approved Break 2025.08.08
a -
- metastatic triple- Through
negative breast Therapy
cancer
Adult
NMPA-
relapsed/refractory -
Cell . proposed
PA3-17 Persongen CcD7 T-lymphoblastic Phase | . 2025.08.07
Therapy . Priority
leukemia/lymphom A
Review

a

2.3 Global Novel Drug R&D Status in China

Data source: Pharmacodia Global

Dru Dru .- Highest Latest
9 9 Company Target Indication 9 Date
Type Name Status Progress
NE; First patient
LY-03021 Luye DAT; Depression Phase | enrolled in 2025.08.03
GABAAR phase | trial
. Overweight or Initiated
. HEC-007  Hec-research  Updating Phase | - 2025.08.04
Chemicals - obese phase | trial
. Presented
Chiglit PPARg; Metabolism- 7_{ dat
iglitazar positive data
Sodi Chipscreen PPARYy; related Approved f ohase | 2025.08.07
odium of phase
- PPARS steatohepatitis -
trial
Advanced Initiated
MRG-004A Lepu TF . Phase Il - . 2025.08.01
- pancreatic cancer phase lll trial
o Cd20-positive o
Chiatai CD3; . Initiated
TQB-2825 Tiangi D20 hematological Phase Il hase | trial 2025.08.04
- iangin phase | tria
. . aing malignancies
Biologicals —
Pd-11-positive
Trastuzuma locally recurrent .
- . HER2; Initiated
b Hengrui unresectable or Approved - 2025.08.05
- TOP1 o phase Il trial
rezetecan metastatic triple-

negative breast
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https://mp.weixin.qq.com/s/-wp6abZKJk6v6INSQxvaPw
https://mp.weixin.qq.com/s/-wp6abZKJk6v6INSQxvaPw
https://mp.weixin.qq.com/s/-wp6abZKJk6v6INSQxvaPw
https://mp.weixin.qq.com/s/-wp6abZKJk6v6INSQxvaPw
https://mp.weixin.qq.com/s/-wp6abZKJk6v6INSQxvaPw
https://mp.weixin.qq.com/s/X62SGj-Ja08ClKXXD1kZVw
https://mp.weixin.qq.com/s/X62SGj-Ja08ClKXXD1kZVw
https://mp.weixin.qq.com/s/X62SGj-Ja08ClKXXD1kZVw
https://mp.weixin.qq.com/s/X62SGj-Ja08ClKXXD1kZVw
https://mp.weixin.qq.com/s/sY8nUlvl-G8Zz1z1RrIfRQ
https://mp.weixin.qq.com/s/sY8nUlvl-G8Zz1z1RrIfRQ
https://mp.weixin.qq.com/s/sY8nUlvl-G8Zz1z1RrIfRQ
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952129437554181003&ctrNumber=CTR20252980&updateDate=2025-08-04
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952129437554181003&ctrNumber=CTR20252980&updateDate=2025-08-04
https://mp.weixin.qq.com/s/KiFJpXGLOwIVMRW_okOh7g
https://mp.weixin.qq.com/s/KiFJpXGLOwIVMRW_okOh7g
https://mp.weixin.qq.com/s/KiFJpXGLOwIVMRW_okOh7g
https://mp.weixin.qq.com/s/KiFJpXGLOwIVMRW_okOh7g
https://mp.weixin.qq.com/s/XUnV9AY5NyTgggiWd-kXFw
https://mp.weixin.qq.com/s/XUnV9AY5NyTgggiWd-kXFw
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952240585800679452&ctrNumber=CTR20253012&updateDate=2025-08-04
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952240585800679452&ctrNumber=CTR20253012&updateDate=2025-08-04
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952852958458675994&ctrNumber=CTR20253073&updateDate=2025-08-05
https://data.pharmacodia.com/ctr/#/main/ctrDetails?id=1952852958458675994&ctrNumber=CTR20253073&updateDate=2025-08-05
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Pharmacodia Global Database

Pharmacodia Global Database currently includes Worldwide Drugs (W-Drugs), RD-Gates, W-Regulatory and
Customized Services. The database contain 50+ sub-databases including Drug Data, Global Approval, China
Registration, Target information, Clinical Trials, Synthetic routes, US Orange Book, Japanese Orange book.

Dissolution Data, Patents and Reference etc. All the sub-databases are update timely and in real time manner.

https://www.pharmacodiaglobal.com/

Pharmacodia Global Data and Services:

& W-Drugs European EMA/HMA B China NMPA Patents
106,000+ 5 67,500+ 217,400+ 15,621,400+
USA FDA Korea MFDS ‘ =1\ Drug Labels Synthetic Process
50,500+ 110,200+ 150,000+ 6,800+
=) China CDE CTR Trials (CN) (z“ WHO-ICTRP B Korea DMF Registration
) 257,700+ B 302004 1,081,500+ 25) 9,600+
Japan Orange Book Japan PMDA FDA Orange Book China Sales
3,900+ 34,700+ 50,400+ 189,200+
NCT Trials (US) © ©\ Biocquivalent ‘ ® D D
#’)  Drug BE Guidance @5 Dissolution
41,000 27,700 = &
PR ® " 2,600+ = 5100+
National Drug Procurement ‘g% Reference Preparation ) US DMF Registration @E) Excipient information
34,700+ = 7,300+ 37,500+ EE 10,600+
) ) and much more. . . .
Pharmacodia Global Database Fast Tips:
B Patent and literature report in research field B Clinical trial information under research M The synthetic route of drugs
B Pre-clinical experimental data of drugs Bl The global competition pattern B Market sales data of approved listed
B Registration of generic drugs in China B China generic information B China reference product list
B National Drug Procurement ( NRDL ) new feature B Medical insurance catlog B Registration information of raw material
B [nformation of APIs B API DMF status (US/EU/China/Japan) B Formulation and excipients information
B Drug BE guidance and BCS classification B Relevent Policies and regulations
Contact Us
India: Global:
Email: sachin.marihal@saspinjara.com Email: global@pharmacodia.com
aravind.p@saspinjara.com bo.bi@pharmacodia.com
Aravind P Sachin M Technical suppo 1 = i
+91 «)(,1«):)7(,13(, +91 9538033363 +86 13:.; lA;(i 27:6 n@m. PharmaCOdlaglObal Indla

FOR FREE TRIAL CONTACT US TODAY
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