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FDA accepts BioMarin's sNDA for full approval of
VOXZOGO® (vosoritide) in children with
achondroplasia.

ASCO discusses optimizing frontline ADCs as they
shift to earlier cancer treatment stages.

Antibody-drug conjugates show significant clinical
activity and promise in biliary tract cancers.

Pfizer discontinues Seagen-developed solid tumor
ADC program SGN-MesoC2, highlighting
development challenges.

NIH's NCATS secures FDA IND clearance for gene
therapy targeting ultra-rare Multiple Sulfatase
Deficiency.

RNAI therapeutics advance in metabolic disease
treatment with liver-targeted DDS and
self-delivery siRNAs.

Spanish researchers unveil CoCoGraph Al system
for generating millions of novel molecules,
accelerating drug discovery.

Lonza offers integrated ADC clinical and
commercial manufacturing services, from
antibody to sterile fill-finish.

Major Al players enter pharma, but long clinical
timelines pose challenge for capital markets.

Al accelerates drug discovery from years to days,
transforming molecular design and generative
chemistry.

Critical need for human-relevant models in drug
discovery to accelerate development with Al and
organoids.

Clarivate's 'Drugs to Watch in 2026' highlights AI
drug discovery and DDS technologies as key
market drivers.

Exponential progression in Targeted Protein
Degradation (TPD) drug discovery establishes it
as an accelerating modality.

PharmTech analyzes mid-2026 trends: AI
integration in drug discovery/manufacturing,
strengthened supply chains.

Generative Al use cases expand in 2026,
accelerating drug discovery by up to 60% and
lowering costs.

Boehringer Ingelheim's BI 3034701 shows
promising Phase 2 results for obesity, a potential
first-in-class triple agonist.

Novel BBB-permeable nanoparticles enable
breakthrough neurodegenerative disease
therapies, reducing protein accumulation.

Nava Therapeutics raises $89M for its Lipid
Nanoparticle (LNP) platform, innovating RNA
therapeutic delivery.

Eli Lilly's Foundayo (orforglipron) receives FDA
approval, ushering in a new era of oral GLP-1 RAs
for obesity.
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FDA approves Celcuity's Revtorpyk (gedatolisib)

® ... ® eeee eee ® ... ® for HR+/HER2- metastatic breast cancer in new
regimen.
NOOC 00O NOC OO Pfizer/Arvinas' Veppanu (vepdegestrant) gains
~ A ~ FDA approval, first PROTAC for ESR1-mutated
breast cancer.
FDA grants traditional approval to Retevmo
[ X X X ] [ X X ] [ X N J [ X X X ] . . . .
° ° (selpercatinib) for RET fusion-positive solid
tumors.
GE HealthCare and Mayo Clinic collaborate on
[ X J ( X X J ( X X J [ X X X ] . L
° personalized radioligand therapy for advanced
prostate cancer.
Denali's AVLAYAH™ receives FDA accelerated
(X X X J [ X X X J ( X X J (X X X J
A ~ approval for Hunter syndrome, a breakthrough
BBB biologic delivery.
~C PP co0e co0oe Monte Rosa's NEK7 molecular glue degrader
~ shows 85% CRP reduction in cardiovascular risk
patients in Phase 1.
Cytovance Biologics enhances manufacturing
[ X X X ] [ X X ] [ X X J [ X X X ] . .
° ° process development with perfusion capabilities
to boost productivity.
Bora Biologics expands US biologics
(X X X J ( X X J ( X X J (X X X J . . . A
~ ~ manufacturing capacity to 20,000 liters with new
Rockville, MD site.
Oregon State develops sugar-coated nanoparticle
[ X X X J (X X X J [ X X X ] . . .
A ~ therapy for glioblastoma, boosting mouse survival
by 50%.
~NOC NOC SO0 Galmed develops cardiac-targeted LNP
formulation for SCD1 inhibitor Aramchol, a novel
therapy for cardiac fibrosis.
Cytokine co-presentation on targeted LNPs
[ X X X J (X X X J [ X X X J L . . -
A enhances in vivo T cell engineering, biasing
transfection to splenic T cells.
ChemRxiv unveils AI workflow for
0000 (XXX ] ® ® @@ structure-aware small-molecule drug design,
[ integrating agentic, explainable, and generative
Al
ceoe ceoe ceoe GZL626, a novel molecular glue degrader for
° AR/AR-V7, overcomes resistance in advanced
prostate cancer.
Phase 2 OPTIMAL-e study begins dosing in
([ X J ( X X ] ( X X J [ X X X ] . .
° metastatic hormone-sensitive prostate cancer to
assess adaptive RLT.
SGN-CEACAMS5C ADC evaluated in Phase 1 clinical
[ X ] ( X X ] [ X ] [ X X X J . . . .
° trial for advanced solid tumors including
colorectal cancer.
Al transforms drug discovery: Generative Al
[ X J [ X X X J (X J (X X X ] . i .
accelerates molecule design to clinical prediction,
reducing R&D; costs.
veo c000 voo c000 Targeted Protein Degradation (TPD) evolves
° ° beyond PROTACs, entering a decisive clinical
phase with new modalities.
OO NO0C AOC OO ADCs evolve to standard of care in solid tumor
~ A ~ treatment, with 12 approved and 300 in
development.
Med Low | Yellow highlight = featured article
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I Three Questions That Demand Your Decision This Week

@ Is your Al strategy keeping pace with clinical validation?

Al-designed drugs are entering Phase 3 (Insilico) and first-in-human trials (Isomorphic Labs). This validates
Al's ability to generate clinically viable candidates. Are your R&D; teams leveraging generative Al for novel
molecule design and target identification, or risking obsolescence?

® How will PROTACs and next-gen DDS disrupt your pipeline?

The first PROTAC (Veppanu) is FDA-approved, and BBB-crossing biologics (Denali) are gaining approval. These
modalities open 'undruggable' targets and previously inaccessible disease areas. Are your R&D; and Business
Development teams actively integrating or partnering on these breakthrough technologies?

© Is your supply chain ready for complex biologics scale-up?

The rapid growth of ADCs, RNA therapeutics, and gene therapies demands specialized manufacturing. CDMOs
are expanding capacity (Lonza, Bora, Cytovance). Does your procurement strategy ensure access to integrated,
high-quality manufacturing for these complex modalities, especially with geopolitical risks?

I Opportunities vs. Threats for US/European Companies
Opportunity vs. Threat Matrix for US/European Companies
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® AI Pharma Critical Faster R&D;, new targets High investment, IP risk
® TPD Critical ‘Undruggable' targets Complex dev, competition
® ADCs Critical Frontline therapy Dev challenges, failures
® Adv DDS Critical Expand treatable areas Delivery complexity
® Obesity Opp. New blockbuster Intense competition
® CDMO Opp. Supply chain stability Capacity demand
® NAMs Opp. De-risk R&D; Validation hurdles
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® RLT Opp. Optimized cancer tx Complex diagnostics
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I Deep Dive @ — First PROTAC Drug Approved: Veppanu

#33 | 2026/07/09 | DCAT Value Chain Insights | Tech Novelty® ® ® ® ® Proximity® @ ® ® ® Market Impacte ®e ® ® ®
Data Reliability® ® ® OO US/EU Relevancco ® @ ® @

Pfizer and Arvinas' Veppanu (vepdegestrant) received FDA approval for ESR1-mutated advanced breast
cancer, marking the first FDA-approved PROTAC drug. This groundbreaking therapy induces
proteasome-dependent degradation of both full-length and mutated estrogen receptors (ER), overcoming

resistance to conventional endocrine therapies.

PROTACs leverage the cell's ubiquitin-proteasome system to eliminate target proteins, offering potent,
sustained effects by removing the protein entirely, unlike inhibitors. This approval validates the TPD
platform's clinical efficacy and opens new avenues for 'undruggable' targets.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: The FDA approval of Veppanu is a watershed moment for
Targeted Protein Degradation (TPD). While the data reliability is a news report, the regulatory
milestone is concrete. [Opportunity] for US/EU companies to aggressively invest in
PROTAC/molecular glue pipelines, acquire promising early-stage assets, and explore new E3
ligase recruiters. This validates a new therapeutic modality. [Threat] for companies relying
solely on traditional inhibitors, as PROTACs can overcome resistance mechanisms. Next
actions: [R&D;] Initiate internal PROTAC programs or expand existing ones, focusing on novel
targets and E3 ligases (Immediate). [Business Dev] Identify and evaluate potential
PROTAC/MGD partnerships or acquisition targets (Short-term). [Strategy] Assess long-term
impact on oncology pipeline and competitive landscape (Medium-long term).

I Deep Dive @ — BBB Biologic Delivery Breakthrough

#36 | 2026/07/10 | Denali Therapeutics | Tech Novelty® ® ® ® ® Proximity® @ ® ® O Market Impact® ® ® ® ® Data
Reliability® ® ® OO US/EU Relevancce @ ® ® ®

Denali Therapeutics secured FDA accelerated approval for AVLAYAH™ (tividenofusp alfa-eknm) for Hunter
syndrome, a biologic engineered to cross the blood-brain barrier (BBB) using its Antibody Transport Vehicle
(ATV) platform. This is a significant advancement for CNS disease treatment.

Traditional enzyme replacement therapies for Hunter syndrome could not address neurological symptoms
due to the BBB. AVLAYAH™ directly targets brain pathology, offering potential neurological improvement.
This validates a critical technology for delivering biologics to the brain, expanding possibilities for

neurodegenerative diseases.
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» Strategic Analyst's Perspective

Strategic Analyst's Perspective: Denali's FDA accelerated approval for a BBB-crossing biologic is
a major technical validation, despite the data reliability being a corporate press release. The
ATV platform represents a significant leap in CNS drug delivery. [Opportunity] for US/EU
biotech and pharma to leverage or license BBB transport technologies for their own CNS
pipelines, particularly for gene therapies and large molecules. This could unlock treatments for
Alzheimer's, Parkinson's, and other intractable brain disorders. [Threat] for companies with
CNS pipelines that lack effective BBB-penetrating strategies, as their assets may become less
competitive. Next actions: [R&D;] Evaluate internal CNS assets for compatibility with BBB
transport platforms; explore licensing opportunities (Immediate). [Business Dev] Engage with
Denali and other BBB technology developers for potential collaborations (Short-term).
[Strategy] Re-evaluate CNS portfolio strategy in light of this breakthrough (Medium-long
term).
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I Deep Dive @ — AI Drug Candidates Enter Clinical Trials

Reliability® ® OOO US/EU Relevancco ® ® ® ®

Isomorphic Labs, a Google DeepMind spin-off, has initiated first-in-human clinical trials for oncology
candidates designed using AlphaFold 3 and proprietary AI models. This marks one of the first deep-learning
protein-engineered therapies to reach the clinic.

The achievement validates Al's transformative potential in drug discovery by accelerating drug design
through precise prediction of complex molecular interactions. It signifies Al's progression from computational

theory to concrete clinical application, potentially reducing drug development timelines and costs.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: The entry of AlphaFold 3-designed candidates into clinical trials
is a significant milestone, though it's still early Phase 1. The data reliability is a news overview,
so specific efficacy data is pending. [Opportunity] for US/EU pharma to integrate advanced Al
platforms like AlphaFold into their early drug discovery pipelines, accelerating lead identification
and optimization. This could drastically reduce R&D; costs and time. [Threat] for companies
that are slow to adopt AL, risking being outcompeted in discovering novel, effective drug
candidates. Technical barriers remain in translating AI predictions to in vivo success. Next
actions: [R&D;] Conduct a gap analysis of current Al capabilities versus leading Al drug
discovery platforms (Immediate). [Strategy] Develop a roadmap for deeper Al integration
across the drug discovery lifecycle (Short-term). [Executive] Consider strategic investments or
partnerships with leading AI drug discovery firms (Medium-long term).

I Other Notable Articles

Ractigen's SOD1-ALS siRNA Therapy RAG-17 Shows Significant SOD1 Reduction and Favorable Safety in Phase 1, Published in Nature Medicine
(BioSpace)
Tech Novelty® ® ® ® O Proximity® ® OOO Market Impact® @ @ ® O Data Reliability® ® ® ® ® US/EU Relevancco o ® @ @

RNAI therapy for ALS with proprietary SCAD™ technology shows promising Phase 1 data, published in Nature
Medicine.

Spanish Researchers Unveil CoCoGraph Al System for Generating Millions of Novel Molecules, Accelerating Drug Discovery (The Daily Guardian)
Tech Novelty® ® @ ® ® Proximity ® OOOO Market Impact® @ @ ® O Data Reliability® ® ® ® ® US/EU Relevancco e @ @ @

Generative Al system CoCoGraph creates millions of novel, chemically sound molecules, accelerating early
drug discovery.

Boehringer Ingelheim Announces Promising Interim Phase 2 Results for Obesity Treatment BI 3034701: A Potential First-in-Class Triple Receptor
Agonist (Boehringer Ingelheim)
Tech Novelty® ® @ ® O Proximity® @ @ OO Market Impact® @ @ ® ® Data Reliability® ® ® ® O US/EU Relevancco o ® @ @

First-in-class triple receptor agonist shows superior weight loss in Phase 2, poised to disrupt the obesity

market.

Oregon State University Develops Novel Sugar-Coated Nanoparticle Therapy for Glioblastoma: Boosting Mouse Survival by 50% (Oregon State
University via Medical Xpress)

Tech Novelty® ® ® ® ® Proximity® OO OO Market Impact® ® ® ® O Data Reliability® ® ® ® ® US/EU Relevancco @ ® ® ®

Sugar-coated LNPs deliver mRNA to glioblastoma cells, crossing BBB and boosting mouse survival by 50%.
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I Recommended Actions This Week

Action recommendations based on article evaluation matrix and opportunity/threat analysis.

I Immediate (this week)

e [R&D;] Task AI/ML teams to benchmark internal generative Al capabilities against AlphaFold 3 and
CoCoGraph for molecular design.

e [Strategy] Convene a cross-functional team to assess the competitive threat and opportunity of
PROTACs and BBB-crossing biologics on existing pipelines.

e [Procurement] Initiate discussions with CDMOs like Lonza/Cytovance to understand their expanded
capacity and integrated services for complex biologics.

| Short-term (1 month)

¢ [Business Dev] Identify potential partnership or licensing opportunities with companies developing
advanced DDS, PROTACs, or Al drug discovery platforms.

e [R&D;] Develop a detailed plan for integrating human-relevant models (organoids, human-on-a-chip)
and Al-driven analytics into preclinical screening.

e [Executive] Review investment priorities to allocate capital towards AI, TPD, and advanced DDS R&D;,
potentially divesting from less innovative areas.

| Medium-long term (quarter+)

e [Strategy] Formulate a comprehensive strategy for navigating the evolving obesity drug market,
considering oral GLP-1s and multi-receptor agonists.

¢ [Legal/IP] Conduct a landscape analysis of intellectual property surrounding next-generation ADCs,
TPDs, and LNP technologies to identify white spaces and risks.

¢ [R&D;] Establish internal centers of excellence for AI-driven drug design and advanced drug delivery
systems, fostering interdisciplinary collaboration.

troy-technical.jp/en | Original curation. Article copyrights belong to respective authors. | Gemini API + Claude | 2026-07-19
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#01 Isomorphic Labs' AlphaFold 3-Designed Al Drug
Candidates Enter First-in-Human Clinical Trials for Solid
Tumors

Published July 16, 2026  IntuitionLabs  USA

| overview

Isomorphic Labs, a Google DeepMind spin-off, has initiated first-in-human clinical
trials for oncology candidates designed using AlphaFold 3 and proprietary Al models.
This landmark achievement signifies one of the first deep-learning protein-
engineered therapies to reach the clinic, validating Al's transformative potential in
drug discovery. The company leverages machine learning to accelerate drug design
through precise prediction of complex molecular interactions, marking a critical step

in Al's progression from theory to clinical application.



| N DEPTH

Key Findings

Isomorphic Labs, an Al-driven drug discovery spin-off from Google DeepMind, has
advanced its first-in-human clinical trials for oncology candidates. These therapies were
designed using AlphaFold 3 and other proprietary Al models, marking a significant
milestone as they are among the first deep-learning protein-engineered treatments to
reach the clinic. This move provides a crucial validation of Al's capability to translate

computational predictions into tangible therapeutic candidates for human use.

Technical / Clinical Details

Founded in 2021, Isomorphic Labs focuses its drug discovery efforts on oncology and
immunology. The company's core technology leverages advanced machine learning
algorithms, including AlphaFold 3, to accelerate drug design by accurately predicting
complex molecular interactions and protein structures. This predictive power allows for
the rapid identification and optimization of novel drug candidates with enhanced
specificity and efficacy, while potentially reducing off-target effects. The current clinical
trials, targeting oncology patients, are primarily focused on evaluating safety, tolerability,
and initial pharmacokinetic and pharmacodynamic profiles of the Al-designed

compounds.

Background & Context

The pharmaceutical industry has long sought ways to de-risk and accelerate the arduous
and expensive drug discovery pipeline. Al has emerged as a promising solution, but its
impact has largely been confined to early-stage research. Isomorphic Labs' entry into
clinical trials represents a pivotal shift, demonstrating that Al can successfully guide
compounds through the demanding preclinical gauntlet and into human testing. This
achievement establishes a new benchmark for Al in drug development, moving beyond
computational predictions to concrete clinical validation. It also highlights the growing
trend of major tech companies investing heavily in the life sciences sector, bringing

sophisticated computational power to biological challenges.



Strategic Significance & Outlook

The success of these first-in-human trials would not only be a triumph for Isomorphic
Labs but for the entire Al drug discovery ecosystem. Positive safety and early efficacy
data could pave the way for accelerated development, potentially reducing the decade-
long timeline and multi-billion-dollar costs typically associated with bringing a new drug
to market. For researchers, engineers, and investors, this represents a tangible proof
point that Al is becoming an indispensable component of pharmaceutical innovation,
promising a new era of faster, more efficient, and potentially more effective drug

development across a wide range of diseases.

Source: https://intuitionlabs.ai/articles/isomorphic-labs-alphafold-ai-drug-discovery-trials
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#02 Ractigen's SOD1-ALS siRNA Therapy RAG-17
Shows Significant SOD1 Reduction and Favorable
Safety in Phase 1, Published in Nature Medicine

Published July 15, 2026  BioSpace USA

| overview

Ractigen Therapeutics published preclinical and positive First-in-Human Phase 1
clinical data for RAG-17, an siRNA therapy for SOD1-ALS, in Nature Medicine. The trial
met primary safety endpoints with no serious adverse events, demonstrating
significant reductions in CSF SOD1 protein and plasma NfL. Utilizing Ractigen's
proprietary Smart Chemistry-Aided Delivery (SCAD™) technology, RAG-17 achieved
broad CNS distribution and durable gene silencing, marking a critical advance for

RNAI therapeutics in neurodegenerative diseases.
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Key Findings

Ractigen Therapeutics has announced the publication of landmark preclinical
pharmacology, non-human primate target engagement, and positive First-in-Human
Phase 1 clinical data for RAG-17, an siRNA therapy developed for SOD1-ALS, in Nature
Medicine. The Phase 1 trial successfully met its primary safety endpoints, reporting no
serious adverse events. Crucially, the study demonstrated significant reductions in both
cerebrospinal fluid (CSF) SOD1 protein and plasma neurofilament light chain (NfL),

indicating a potential disease-modifying effect.

Technical / Clinical Details

RAG-17 is an siRNA designed to silence the SOD1 gene, which is implicated in a severe
form of Amyotrophic Lateral Sclerosis (ALS). Preclinical studies, including those in non-
human primates, established that RAG-17 achieved broad central nervous system (CNS)
distribution and durable gene silencing of its target mRNA. This extensive delivery and
sustained effect are attributed to Ractigen's proprietary Smart Chemistry-Aided Delivery
(SCAD™) technology. SCAD™ involves specific chemical modifications to the siRNA
molecule, enhancing its stability in vivo, facilitating its passage across the blood-brain
barrier, and ensuring efficient uptake by target cells. The observed reductions in CSF
SOD1 protein and plasma NfL in the Phase 1 trial are significant, as these are recognized
biomarkers for disease progression in ALS, suggesting that RAG-17 may indeed be

slowing the neurodegenerative process.

Background & Context

ALS is a rapidly progressive and fatal neurodegenerative disease with limited treatment
options, particularly for genetic forms like SOD1-ALS. RNA interference (RNAI)
therapeutics offer a powerful approach to precisely inhibit the expression of specific
disease-causing genes. However, delivering RNAi molecules effectively to the CNS has
historically been a major challenge due due to the blood-brain barrier. Ractigen's
SCAD™ technology represents a significant breakthrough in overcoming these delivery
hurdles, demonstrating the feasibility of effective RNAI therapy for CNS disorders. This
advance provides a critical new strategy for addressing previously intractable

neurological conditions.



Strategic Significance & Outlook

The positive safety profile and encouraging biomarker data from the RAG-17 Phase 1
trial elevate expectations for its subsequent larger-scale clinical development. Ractigen
plans to progress RAG-17 into Phase 2 and 3 trials, aiming to establish it as a potentially
first-in-class disease-modifying therapy for SOD1-ALS patients who currently face a dire
prognosis. The success of RAG-17 could have far-reaching implications, not only for ALS
but also for the development of RNAI therapeutics for other neurodegenerative diseases,

opening new avenues for treatment in areas with high unmet medical need.

Source: https://www.biospace.com/press-releases/ractigen-therapeutics-announces-landmark-
publication-in-nature-medicine-highlighting-unprecedented-preclinical-efficacy-and-positive-first-in-

human-clinical-data-for-rag-17-in-sod1-als
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#03 Merck/Kelun-Biotech ADC Candidate Sac-TMT
Demonstrates Superior Progression-Free Survival Over
Chemotherapy in China Phase 3 Lung Cancer Study

Published July 15, 2026  Endpoints News USA

| overview

Merck's partner Kelun-Biotech announced positive Phase 3 study results in China for
sac-TMT, an experimental antibody-drug conjugate (ADC). In non-squamous non-
small cell lung cancer, sac-TMT combined with immunotherapy significantly staved
off disease progression better than standard chemotherapy. This suggests sac-TMT's
potential as a cornerstone treatment, possibly replacing conventional chemotherapy

in this indication.
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Key Findings

Merck's partner, Kelun-Biotech, has announced positive Phase 3 study results in China
for sac-TMT, an experimental antibody-drug conjugate (ADC), in patients with non-
squamous non-small cell lung cancer (NSCLC). The study revealed that sac-TMT, when
administered in combination with an immunotherapy, staved off disease progression
more effectively than standard chemotherapy. This significant finding suggests sac-
TMT's potential to become a cornerstone treatment for NSCLC, potentially replacing or

significantly altering existing chemotherapy regimens.

Technical / Clinical Details

Sac-TMT is an antibody-drug conjugate designed to deliver a potent cytotoxic payload
directly to cancer cells expressing a specific target antigen, thereby minimizing systemic
toxicity. While precise efficacy numbers such as median progression-free survival (PFS)
and overall response rates (ORR) were not fully detailed in the initial summary, the
announcement explicitly states that the combination therapy demonstrated superiority
over standard chemotherapy. This efficacy is crucial in advanced NSCLC, a disease where
patients often face limited therapeutic options and severe side effects from conventional
treatments. The ADC platform leverages the specificity of antibodies to achieve targeted

drug delivery, enhancing therapeutic index and patient outcomes.

Background & Context

Non-small cell lung cancer remains a leading cause of cancer-related mortality globally,
and there is a critical need for more effective and less toxic treatments, especially for
advanced stages. Traditional chemotherapy, while effective to a degree, is associated
with considerable systemic side effects that significantly impact patient quality of life.
Antibody-drug conjugates have emerged as a transformative class of therapeutics,
demonstrating impressive clinical activity across various cancer types by combining the
precision of monoclonal antibodies with the potency of small-molecule drugs. The
collaboration between a pharmaceutical giant like Merck and a biotech innovator like
Kelun-Biotech, yielding such positive Phase 3 data, highlights the accelerating

development and adoption of ADCs in challenging indications like lung cancer.



Strategic Significance & Outlook

The positive results from this Phase 3 study in China represent a strong basis for
regulatory submission and potential approval in the Chinese market. Furthermore, these
findings are likely to influence sac-TMT's global development strategy, potentially
positioning it as a frontline treatment option in other major markets. If sac-TMT can
indeed replace or significantly reduce reliance on chemotherapy for NSCLC, it would lead
to a paradigm shift in treatment, offering patients better efficacy with a potentially
improved safety profile. This advancement underscores the maturation of ADC
technology and its growing impact on the landscape of oncology therapeutics, attracting

significant interest from investors and clinicians alike.

Source: https://www.biopharmadive.com/news/merck-sac-tmt-lung-cancer-optitrop-lung06-

results/825277/
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#04 Nurix Therapeutics' Bexobrutideg Shows 83% ORR
and 22.1 Months PFS in Relapsed/Refractory CLL/SLL
Phase 1 Study

Published July 09, 2026  Nurix Therapeutics USA

| overview

Nurix Therapeutics reported updated clinical data from its NX-5948-301 Phase 1a/1b
study, showing durable responses and a favorable tolerability profile for bexobrutideg
in relapsed/refractory CLL/SLL patients. Updated Phase 1a results demonstrated a
median progression-free survival of 22.1 months and an objective response rate of
83%. This data supports the potential of bexobrutideg, an oral BTK degrader, as a new

therapeutic option for patients with limited choices.
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Key Findings

Nurix Therapeutics has reported new and updated clinical data from its ongoing NX-
5948-301 Phase 1a/1b study, demonstrating durable responses and a favorable
tolerability profile for bexobrutideg (NX-5948), an oral BTK degrader, in patients with
relapsed/refractory Chronic Lymphocytic Leukemia (CLL) and Small Lymphocytic
Lymphoma (SLL). The updated Phase 1a results revealed a median progression-free

survival (PFS) of 22.1 months and an impressive objective response rate (ORR) of 83%.

Technical / Clinical Details

Bexobrutideg utilizes Nurix's proprietary PROTAC® (Proteolysis-Targeting Chimera)
technology to induce the degradation of the Bruton's tyrosine kinase (BTK) protein,
rather than merely inhibiting its activity like conventional BTK inhibitors. This mechanism
offers a distinct advantage, particularly in patients who have developed resistance to
existing BTK inhibitors. The Phase 1a study, a dose-escalation phase with an undisclosed
number of patients, evaluated the safety, tolerability, pharmacokinetics, and preliminary
anti-tumor activity of bexobrutideg. The 83% ORR and 22.1-month median PFS are
significant outcomes for a patient population with limited treatment options,
underscoring the potent anti-cancer activity of this investigational agent. Furthermore,
the favorable tolerability profile, with a low incidence of severe adverse events, enhances

the drug's potential for broad clinical utility.

Background & Context

CLL/SLL are common types of leukemia and lymphoma, where BTK inhibitors have
become a cornerstone of therapy. However, a substantial number of patients either do
not respond to initial BTK inhibitor treatment or develop resistance over time, leading to
a critical unmet medical need. PROTAC technology represents a novel therapeutic
modality that harnesses the cell's ubiquitin-proteasome system to selectively degrade
target proteins. This approach holds significant promise for overcoming drug resistance
mechanisms seen with traditional inhibitors, making it one of the most exciting areas in
modern drug discovery. Nurix's success with bexobrutideg provides compelling clinical

validation for the PROTAC platform in hematologic malignancies.



Strategic Significance & Outlook

The encouraging Phase 1a data for bexobrutideg provides a strong foundation for its
continued development in Phase 1b and subsequent larger-scale clinical trials. Nurix
Therapeutics aims to establish bexobrutideg as a leading treatment option for CLL/SLL,
especially for patients who have exhausted other BTK inhibitor therapies. If these
promising early results are replicated in later stages, bexobrutideg could significantly
impact the treatment landscape for relapsed/refractory CLL/SLL, offering a new lease on
life for many patients. Investors and clinicians will be closely watching the further
progress of this PROTAC-based therapy, as it embodies the future direction of precision

oncology.

Source: https://ir.nurixtx.com/news-releases/news-release-details/nurix-therapeutics-reports-second-
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#05 Alloy Therapeutics Unveils AntiClastic™ Cyclic RNA

Platform for Enhanced Potency and Reduced Off-Target
Effects in Next-Gen RNA Medicines

Published Date unknown  Alloy Therapeutics USA
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| overview

Alloy Therapeutics introduced its AntiClastic™ Cyclic Oligonucleotide platform, which
reconfigures ASOs, siRNAs, and sgRNAs into proprietary cyclic architectures. This
technology aims to enhance potency and in vivo stability while simultaneously
reducing off-target effects and immunostimulatory liabilities. The platform integrates
Al-guided sequence design for accelerated lead discovery and optimization, marking

a significant advancement for next-generation RNA medicines.
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Key Findings

Alloy Therapeutics has introduced its groundbreaking AntiClastic™ Cyclic
Oligonucleotide platform, designed to reshape existing RNA modalities such as ASOs,
siRNAs, and sgRNAs into proprietary configurable cyclic architectures. This innovative
technology aims to significantly boost potency and in vivo stability while simultaneously
mitigating undesirable off-target effects and immunostimulatory liabilities, representing

a substantial leap forward for next-generation RNA medicines.

Technical / Clinical Details

The core innovation of the AntiClastic™ platform lies in its ability to cyclize linear RNA
molecules, which dramatically improves their resistance to nuclease degradation, thereby
extending their half-life in biological systems. This enhanced stability translates directly
into more durable and potent therapeutic effects in vivo. Beyond stability, the cyclic
architecture can potentially improve target binding affinity and reduce non-specific
interactions, leading to a higher specificity for the intended target. The platform
seamlessly integrates Al-guided sequence design, allowing for rapid screening and
optimization of numerous candidate sequences. This Al-driven approach significantly
accelerates lead discovery and optimization processes, enabling the development of
superior RNA therapeutics for a wide range of applications, including genetic disorders,

oncology, and neurodegenerative diseases.

Background & Context

RNA medicines hold immense promise due to their ability to target virtually any gene in
the genome. However, their full potential has been constrained by challenges related to
in vivo stability, efficient delivery, and potential off-target effects or immunogenicity.
Linear RNA molecules are inherently prone to rapid degradation by nucleases,
necessitating frequent dosing and complex delivery systems. The AntiClastic™ platform
directly addresses these fundamental limitations by fundamentally altering the molecular
structure of RNA therapeutics. By creating stable cyclic forms, Alloy Therapeutics is
positioned to overcome hurdles that have historically limited the efficacy and safety
profiles of RNA-based drugs, potentially making them more suitable for chronic

conditions and broader therapeutic applications.



Strategic Significance & Outlook

The introduction of the AntiClastic™ platform is poised to create a new competitive
landscape in the development of next-generation RNA medicines. Its superior stability,
enhanced potency, and improved safety profile have the potential to address numerous
unmet medical needs. Alloy Therapeutics is likely to leverage this platform not only for
its internal pipeline but also through strategic partnerships, expanding its application
across various disease areas. The industry will closely watch how this innovative
technology accelerates the design and development of new RNA therapeutics and
ultimately benefits patients. For investors, this platform represents a significant de-
risking of RNA therapies and a potential catalyst for market disruption, positioning Alloy

Therapeutics as a leader in advanced oligonucleotide design.

Source: https://alloytx.com/anticlastic-cyclic-rna-platform/
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#06 Optimal Payload Linker Selection is Critical for ADC
Development, Balancing Efficacy, Safety, and Stability

Published July 09, 2026  Chemexpress China

| overview

This guide highlights the critical role of selecting the right payload linker for
successful antibody-drug conjugate (ADC) programs. Linker design dictates the
balance between efficacy, safety, stability, and manufacturability. The article reviews
key linker technologies and payload compatibility, emphasizing that optimal selection
depends on target biology and payload chemistry, driving a more precise approach in

next-generation ADC design.
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Key Findings

A guide from Chemexpress underscores the paramount importance of selecting the
optimal payload linker for the success of antibody-drug conjugate (ADC) development
programs. The design of this linker is identified as the critical determinant that balances
an ADC's efficacy, patient safety profile, in vivo stability, and manufacturability — four

key pillars for a viable therapeutic.

Technical / Clinical Details

ADCs are complex biologics composed of an antibody, a potent cytotoxic payload, and a
chemical linker connecting the two. The linker is not a passive component but actively
influences the ADC's pharmacokinetics, pharmacodynamics, and toxicity. The guide
details two primary linker technologies: cleavable linkers, designed to release the
payload within cancer cells in response to specific enzymatic activity or pH changes, and
non-cleavable linkers, which release the payload upon complete degradation of the ADC
inside the cell. The optimal linker choice hinges on several factors, including the
expression profile of the target antigen, the payload's mechanism of action, and the
specific biology of the disease. For instance, cleavable linkers might be preferred when
rapid intracellular payload release is desired, while non-cleavable linkers are chosen for
their superior stability in systemic circulation. Other crucial considerations for linker
selection include the payload's hydrophobicity, the drug-to-antibody ratio (DAR), and

the stability requirements during manufacturing processes.

Background & Context

ADCs have long been envisioned as 'magic bullets' due to their ability to precisely target
cancer cells while minimizing systemic exposure to potent cytotoxins, a significant
advantage over conventional chemotherapy. However, early ADC development faced
challenges such as premature payload release due to unstable linkers and insufficient
targeting specificity, leading to off-target toxicities. Recent advancements in linker
chemistry and payload technologies have propelled ADCs into their second and third
generations, leading to the approval of several highly effective drugs that have
transformed cancer treatment. This guide reflects the deeper scientific understanding
driving these advancements, re-emphasizing the critical role of rational linker design in

modern ADC development.



Strategic Significance & Outlook

The optimization of linker technology remains a central research area for next-
generation ADC development. Progress in creating more stable linkers with precisely
controlled payload release capabilities will expand the therapeutic window of ADCs,
leading to enhanced efficacy and further reduced side effects. Detailed resources like
those provided by CDMOs such as Chemexpress are invaluable for pharmaceutical
companies seeking to efficiently advance new ADC programs and improve their chances
of clinical success. As personalized medicine evolves, bespoke linker designs tailored to
specific patient populations or tumor types are expected to become even more crucial.
This ongoing innovation will solidify ADCs' position as a standard-of-care treatment

across a broader spectrum of cancers.

Source: https://www.chemexpress.com/news-and-events/news/how-to-choose-the-optimal-payload-

linker-for-antibody%E2%80%93drug-conjugate-development
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#07 Xaira Emerges with $1.3 Billion Funding, Seeks

Preclinical Data Partners to Fortify Al Drug Discovery
Platform

Published July 11, 2026  BioNucleus Briefing  USA
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| overview

Xaira, an Al drug discovery company, has emerged from stealth after raising $1.3
billion and is actively seeking partners to contribute preclinical datasets to strengthen
its Al platform. Emphasizing data as its next competitive advantage, this move
highlights the critical role of comprehensive datasets in Al-driven discovery. The
article also notes Isomorphic Labs' $2.1 billion funding, underscoring significant

ongoing investment in Al-powered drug development.
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Key Findings

Xaira, an Al drug discovery company, has emerged from stealth mode, announcing a
substantial funding round of $1.3 billion. The company is actively seeking partners to
contribute preclinical datasets, aiming to significantly strengthen its advanced Al
platform. This strategy highlights the company's belief that proprietary and diverse data
sets will be its next competitive advantage in the rapidly evolving Al-driven drug

discovery landscape.

Technical / Clinical Details

Xaira's Al platform is designed to learn from vast biological and chemical data to
generate novel molecular structures and predict interactions between disease targets
and drug candidates. However, the performance and predictive accuracy of Al models
are heavily reliant on the quantity and quality of the training data. Xaira's call for data
sharing from pharmaceutical companies and academic institutions — including
compound screening results, toxicity data, and pharmacokinetic profiles — aims to
further train and enhance its Al models. Such data collaboration is crucial for Al models
to understand a broader chemical space, make more accurate predictions, and accelerate
breakthroughs in drug discovery by identifying promising molecules earlier and filtering

out less viable candidates more efficiently.

Background & Context

The impact of Al on drug discovery has been a topic of intense discussion and
investment in recent years. The field has seen massive capital influxes, exemplified by
Isomorphic Labs (a Google DeepMind spin-off) raising $2.1 billion, as mentioned in the
article. However, a significant bottleneck for many Al drug discovery companies is access
to diverse and high-quality preclinical data. Many datasets reside in silos within
individual companies or academic institutions. Xaira's strategy to actively seek data
partners represents an attempt to overcome this fragmentation and build a more
comprehensive, shared knowledge base, which is increasingly recognized as essential for

the full realization of Al's potential in drug development.



Strategic Significance & Outlook

Xaira's substantial funding and proactive approach to data acquisition signal a shift
towards a more data-centric era in Al drug discovery. If successful, this strategy could
allow Xaira to establish a significant data advantage over competitors, enabling faster
and more effective identification of drug candidates. This, in turn, could lead to reduced
development timelines and costs, accelerating the arrival of new therapies. Investors are
keenly aware that access to data will be a critical factor in the long-term success of Al
drug discovery companies, and Xaira's future partnerships will be closely watched. This
development further emphasizes the growing importance of a collaborative data

ecosystem within the pharmaceutical industry.

Source: https://www.bionucleusnetwork.com/p/secret-biotech-seeks-partners
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#08 FDA Accepts Shionogi's sSNDA for Fetroja®

(cefiderocol) in Pediatric Patients with Serious Gram-
Negative Infections

Published July 17, 2026 ~ Shionogi  Japan

| overview

The FDA has accepted Shionogi's supplemental New Drug Application (sNDA) for
Fetroja® (cefiderocol) to treat serious infections caused by susceptible Gram-negative
bacteria in pediatric patients. This submission addresses a critical therapeutic gap for
young patients facing drug-resistant pathogens. The application is supported by
comprehensive safety, tolerability, and pharmacokinetic studies, highlighting a

significant step towards expanding treatment options for a vulnerable population.
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Key Findings

Shionogi & Co., Ltd., has announced that the U.S. Food and Drug Administration (FDA)
has accepted its supplemental New Drug Application (SNDA) for Fetroja® (cefiderocol), a
siderophore cephalosporin antibiotic. This SNDA seeks to expand the indication of
Fetroja® for use in pediatric patients suffering from serious infections caused by
susceptible Gram-negative bacteria. The acceptance by the FDA marks a crucial step in
addressing a significant therapeutic gap for young patients confronting drug-resistant

pathogens.

Technical / Clinical Details

Fetroja® (cefiderocol) employs a unique mechanism of action, utilizing a siderophore to
actively transport into bacterial cells by mimicking iron uptake. This allows it to penetrate
the outer membrane of Gram-negative bacteria, including highly resistant strains such as
carbapenem-resistant pathogens, and exert potent antibacterial activity. The SNDA
submission is supported by extensive clinical data from studies conducted in pediatric
populations, evaluating the safety, tolerability, and pharmacokinetics of Fetroja® in
children. These studies aimed to establish appropriate dosing regimens for various
pediatric age groups and confirm that the efficacy profile observed in adults is
maintained in younger patients. While specific patient numbers were not disclosed, the
data package is robust enough to warrant FDA review, underscoring the high unmet

medical need in pediatric serious Gram-negative infections.

Background & Context

Serious infections caused by Gram-negative bacteria, particularly multidrug-resistant
strains, represent a global public health crisis. Pediatric patients are especially vulnerable
to these challenging infections, yet the development of safe and effective antibiotics
specifically for children has historically lagged due to complex ethical and regulatory
considerations. Fetroja® is already approved for specific serious infections in adults,
serving as a critical last-line treatment option when other antibiotics fail due. The
proposed expansion into the pediatric population significantly enhances the clinical

utility of Fetroja®, addressing a profound unmet medical need for a fragile patient

group.



Strategic Significance & Outlook

The FDA's acceptance of the sNDA for Fetroja® is a major advancement towards its
potential approval for pediatric use. This could lead to a priority review or expedited
pathway by the FDA. If approved, it would provide pediatricians with a powerful and
reliable therapeutic option for treating life-threatening Gram-negative infections in
children, significantly strengthening the arsenal against antimicrobial resistance in
pediatric infectious diseases. For Shionogi, this expansion not only broadens Fetroja®'s
market reach but also reinforces the company's leadership in the infectious disease
space. This development will be seen as a significant contribution to the global effort to
combat antimicrobial resistance, benefiting both patients and public health systems

worldwide.

Source: https://www.shionogi.com/global/en/news/2026/07/20260717.html

Collected: July 17, 2026 | Automated Research System (Gemini API)


https://www.shionogi.com/global/en/news/2026/07/20260717.html

#09 Chai Discovery Raises $400M in Series C, Valuation
Reaches $3.8B, Announces Novartis Collaboration

Published July 16, 2026  AlPressRoom  USA

I OVERVIEW

Chai Discovery has raised $400 million in a Series C round, bringing the Al drug
discovery company's valuation to $3.8 billion. The company, which uses generative Al
to design new antibodies and proteins, announced a collaboration with Novartis,
adding to existing partnerships with Pfizer. This substantial funding round highlights
the accelerating investment and strategic partnerships in Al-designed medicines,

underscoring the technology's growing impact on pharmaceutical innovation.
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Key Findings

Chai Discovery, an Al drug discovery company, has successfully closed a Series C funding
round, raising $400 million and elevating its valuation to $3.8 billion. Concurrently with
this significant financial milestone, the company announced a new collaboration with
pharmaceutical giant Novartis. This dual achievement underscores the strong market
confidence in Chai Discovery's generative Al platform for designing novel antibodies and

proteins.

Technical / Clinical Details

Chai Discovery specializes in leveraging advanced generative Al models to create entirely
new antibody and protein structures. Its Al platform is trained on vast biological and
chemical datasets, enabling it to predict and generate molecular designs with optimal
binding characteristics and functions for specific disease targets. This approach
dramatically accelerates the lead discovery and optimization process compared to
traditional high-throughput screening or manual design methods. The collaboration with
Novartis aims to jointly develop innovative antibody and protein-based therapeutics in
specific disease areas using Chai Discovery's Al platform. This new partnership
complements an existing collaboration with Pfizer, indicating strong validation and trust
from multiple major pharmaceutical companies in Chai Discovery's technological

capabilities.

Background & Context

The Al drug discovery sector has experienced rapid growth fueled by technological
advancements and increasing investment. Generative Al, with its ability to learn from
existing data and create novel data (in this case, new molecules), holds immense
potential for drastically improving the efficiency of chemical space exploration during
early-stage drug discovery. The willingness of large pharmaceutical companies like
Novartis to commit substantial resources and partner with emerging Al companies like
Chai Discovery signals a clear industry-wide drive to integrate Al technologies into their
pipelines and accelerate innovation. Such collaborations are strategic moves to de-risk
development while aiming to bring groundbreaking medicines to market faster by
combining the vast resources of big pharma with the agility and technological prowess

of Al startups.



Strategic Significance & Outlook

Chai Discovery's successful fundraising and partnership with Novartis solidify its
leadership position in the Al-driven drug design space. This success is expected to
further stimulate investment in other Al drug discovery companies, accelerating overall
industry competition and innovation. Through these partnerships, Chai Discovery aims to
expand its pipeline across multiple disease areas and ultimately bring Al-designed drugs
into clinical trials and eventually to market. For investors, this trend reaffirms that Al is an
indispensable component shaping the future of drug discovery, suggesting that
generative Al platforms will become significant players in the future biopharmaceutical

market landscape.

Source: https://aipressroom.com/chai-discovery-400m-ai-drug-discovery/
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#10 Al Drug Discovery Enters "Clinical Proof Era" in
2026 with Insilico's Rentosertib in Phase 3 and
Isomorphic Labs’ IsoDDE Nearing Clinical Entry

Published July 10, 2026  PharmaADC  Unknown

| overview

The article highlights 2026 as the "era of clinical proof" for Al drug discovery,
exemplified by Insilico Medicine's Al-developed rentosertib entering Phase 3 trials for
idiopathic pulmonary fibrosis (IPF) in July. Additionally, Isomorphic Labs unveiled its
next-generation design engine, IsoDDE, targeting clinical entry within the year. These
advancements underscore the accelerated adoption of Al in biopharmaceutical

development and the industry's push toward demonstrating its clinical efficacy.
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Key Findings

The year 2026 marks a decisive entry into the "era of clinical proof" for Al drug discovery.
This paradigm shift is highlighted by Insilico Medicine's Al-discovered and Al-designed
drug, rentosertib, which commenced its Phase 3 clinical trial for idiopathic pulmonary
fibrosis (IPF) in July. Further solidifying this trend, Isomorphic Labs, a Google DeepMind
spin-off, announced its next-generation design engine, IsoDDE, with aims for clinical
entry within the current year. These developments demonstrate Al's growing capability
to move beyond early-stage research and successfully navigate the rigorous hurdles of

human clinical validation.

Technical / Clinical Details

Insilico Medicine's rentosertib is notable for being one of the first drugs to have Al
involved in virtually every step of its discovery process, from target identification to
molecular design. Its progression to Phase 3 signifies that Al platforms can generate
molecules with clinical potential comparable to, or even exceeding, those discovered by
traditional methods. Isomorphic Labs' IsoDDE (Isomorphic Design and Discovery Engine)
builds upon the success of AlphaFold, utilizing advanced Al models to predict and
optimize complex interactions between proteins and small molecules with high precision.
This engine aims to generate clinically viable drug candidates more rapidly and
efficiently, with its targeted clinical entry serving as a crucial indicator of how Al model

evolution can accelerate the drug discovery pipeline.

Background & Context

For years, discussions surrounding Al in drug discovery were largely theoretical or limited
to its impact on preclinical efficiency. However, in 2026, the advancement of Al-
originated drugs into late-stage clinical trials is providing tangible proof of concept. This
represents a significant inflection point for the pharmaceutical industry, accelerating the
widespread adoption and integration of Al technologies. Al's application in compound
design, synthesis, screening, and optimization processes dramatically improves
efficiency, potentially shortening the average drug discovery timeline of over a decade
and reducing development costs. Moreover, Al can identify complex patterns and
interactions often missed by human researchers, contributing to the discovery of drugs

with novel mechanisms of action.



Strategic Significance & Outlook

Should rentosertib successfully complete Phase 3 and gain market approval, it would
stand as a seminal commercial success story for Al drug discovery. This will undoubtedly
drive further investment into Al drug discovery companies, fostering pipeline expansion
and diversification. IsoDDE's clinical entry by Isomorphic Labs also foreshadows a future
where Al is more deeply integrated into every stage of drug discovery. These
advancements promise to enhance overall efficiency in drug development and bring
innovative therapies to patients across a broader range of disease areas. Al drug
discovery is no longer science fiction but a pivotal force shaping the reality of
pharmaceutical development, demanding attention from researchers, engineers, and

investors at the forefront of this transformation.

Source: https://pharmaadc.com/ai-drug-discovery-2026-guide/
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#11 Modular In Vivo Antibody-ADC Click Strategy
Reverses Drug Resistance in Tumors

Published July 15, 2026  PubMed (Nature Chemical Biology) USA

| overview

Researchers have introduced an in vivo bioorthogonal ligation strategy to generate
functional antibody-drug conjugate (ADC) click constructs following systemic
administration. This modular platform aims to reverse drug resistance in
heterogeneous tumors by enhancing targeted drug delivery. Preclinical models
demonstrated improved anti-tumor activity, showcasing the technology's potential to

overcome drug resistance challenges in existing ADC therapies.
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Key Findings

Researchers have developed a novel in vivo bioorthogonal ligation strategy that
generates functional antibody-drug conjugate (ADC) click constructs after systemic
administration. This modular platform is designed to reverse drug resistance in
heterogeneous tumors by significantly enhancing targeted drug delivery. Its efficacy has
been demonstrably proven through improved anti-tumor activity observed in preclinical

models.

Technical / Clinical Details

This innovative approach is based on a pre-targeting strategy. First, an antibody
component (e.g., an antibody fragment or a targeting ligand) is administered and
allowed to bind specifically to markers on cancer cell surfaces. Subsequently, a separate
drug component (containing the payload and a reactive chemical handle) is
administered systemically. These two components then undergo a selective and efficient
‘click’ reaction (bioorthogonal ligation) in vivo, forming a functional ADC directly at the
tumor site. This system allows for enhanced stability of the ADC in systemic circulation
while achieving high payload concentration specifically within the tumor
microenvironment. A key challenge for existing ADCs has been the difficulty in achieving
uniform drug distribution within heterogeneous tumors and overcoming resistance
mechanisms such as drug efflux pumps or decreased target antigen expression. This
modular in vivo click technology offers a potential solution by optimizing drug
concentration in the tumor microenvironment and improving delivery efficiency to
diverse tumor cell populations. In preclinical models, superior anti-tumor effects were
observed in tumors with specific drug resistance mechanisms compared to conventional

ADCs, highlighting its significant potential for overcoming resistance.



Background & Context

Antibody-drug conjugates have achieved considerable success as targeted cancer
therapeutics; however, tumor heterogeneity and the emergence of drug resistance
remain major challenges limiting their overall efficacy. Treatment effectiveness is reduced
when cancer cells develop resistance to the payload or when ADCs fail to reach all tumor
cells uniformly. In vivo bioorthogonal chemistry, a technique that allows specific chemical
reactions to occur within living systems without interfering with native biomolecules, has
garnered significant attention in drug delivery systems (DDS). This research applies
bioorthogonal chemistry to ADCs, presenting a new paradigm to overcome these

challenges and achieve more precise and potent cancer therapies.

Strategic Significance & Outlook

This modular in vivo antibody-ADC click platform offers a promising strategy for
overcoming drug resistance in cancer treatment. Successful clinical translation of this
technology could provide new therapeutic options for patients who have failed existing
ADC therapies or whose tumors have developed resistance. The approach aims to
simultaneously improve treatment safety and efficacy by enhancing tumor specificity and
reducing systemic toxicity. Furthermore, its modularity, allowing rapid testing of various
antibody and payload combinations, will accelerate new drug development. This
innovative DDS technology holds the potential to significantly reshape the future

direction of next-generation cancer therapeutics.

Source: https://pubmed.ncbi.nlm.nih.gov/42457957/
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#12 Optimized NAMPT Inhibitors Enable Highly
Effective ADCs for Liquid and Solid Tumors, Achieving
Complete Regressions in Preclinical Models

Published July 13, 2026  ACS Bio & Med Chem Au  USA

| overview

This publication details the development of next-generation NAMPT inhibitors as
ADC payloads through physicochemical and metabolic optimization. When
conjugated to anti-CD30, anti-HER2, or anti-TROP2 antibodies, the optimized
inhibitors demonstrated durable responses and complete regressions across various
tumor models. This research strongly supports NAMPT inhibition as a promising
mode of action for developing next-generation antibody-drug conjugates, offering a

new avenue for targeted cancer therapies.
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Key Findings

A study published in 'ACS Bio & Med Chem Au' demonstrates that physicochemical and
metabolic optimization of NAMPT (nicotinamide adenine dinucleotide
phosphoribosyltransferase) inhibitors can enable their development as highly effective
antibody-drug conjugate (ADC) payloads for both liquid and solid tumors. ADCs armed
with these optimized NAMPT inhibitors, when conjugated to anti-CD30, anti-HER2, or
anti-TROP2 antibodies, achieved durable responses and significant complete regressions

in various preclinical tumor models.

Technical / Clinical Details

NAMPT is a rate-limiting enzyme in the cellular NAD+ biosynthesis pathway and is often
overexpressed in many cancers. Cancer cells' high dependency on NAMPT makes its
inhibition a potent anti-tumor strategy. However, systemic NAMPT inhibition can lead to
toxicity in normal tissues, particularly those dependent on NAD+. This research involved
exquisite optimization of the NAMPT inhibitors' physicochemical properties (e.g.,
solubility, membrane permeability) and metabolic stability to enhance their suitability as
ADC payloads. This design ensures that the payload retains its activity upon release
within the tumor microenvironment while minimizing systemic toxicity. ADCs armed with
these optimized NAMPT inhibitors exhibited potent in vitro cytotoxic activity and dose-
dependent tumor growth inhibition in in vivo xenograft models (e.g., lymphoma, breast
cancer, lung cancer models), with some models showing complete tumor regression.
These results underscore the promise of NAMPT inhibitors as ADC payloads, balancing

potent efficacy with an improved safety profile.



Background & Context

Antibody-drug conjugates have garnered significant attention as targeted cancer
therapeutics, but their success hinges on the potency of the chosen payload, the stability
of the linker, and the appropriate selection of the target antigen. While existing ADC
payloads (e.g., tubulin inhibitors, DNA-damaging agents) are powerful, challenges arise
from the emergence of resistance mechanisms and limitations in specific tumor types.
Developing payloads with novel mechanisms of action, such as NAMPT inhibition, offers
the potential to provide new therapeutic options for patients whose cancers do not
respond to existing treatments. This research highlights the importance of payload
diversification in next-generation ADC development, contributing to advancements in

treating cancers with high unmet medical needs.

Strategic Significance & Outlook

NAMPT inhibitor-based ADCs, given their potent anti-tumor activity and potential for
complete regressions demonstrated in preclinical data, hold significant promise for
future clinical development. Specifically, these new ADC classes could be effective
treatment options for tumors resistant to existing ADC therapies or those with high
NAMPT expression. The findings of this study expand the design principles of ADC
platforms and will accelerate the discovery and optimization of novel payloads. If these
ADC candidates advance to clinical trials and prove safe and effective in humans, they
could significantly transform treatment paradigms for both liquid and solid tumors.
Investors are keen on innovative approaches like this that complement existing ADC

technologies and open up new market opportunities in oncology.

Source: https://pubs.acs.org/doi/abs/10.1021/acsbiomedchemau.6c00047
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#13 FDA Accepts BioMarin's sNDA for Full Approval of
VOXZOGO® (vosoritide) in Children with
Achondroplasia; PDUFA Date Set for February 28, 2027

Published July 13, 2026  BioMarin  USA

The FDA

VOXZOGO®

BioMarinfor (vosoritide (vosoritide)
Achontroplasia achondroplatric patients,
PDUFA Target Date of February 28, 2027

| overview

The FDA has accepted BioMarin's supplemental New Drug Application (SNDA)
seeking full approval for VOXZOGO® (vosoritide) in children with achondroplasia,
setting a PDUFA target action date of February 28, 2027. This sNDA is supported by
extensive long-term safety and efficacy data, demonstrating meaningful
improvements in growth and skeletal measures. The acceptance marks a significant
step towards solidifying VOXZOGO® as a standard treatment for this rare genetic

condition.
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Key Findings

The U.S. Food and Drug Administration (FDA) has accepted BioMarin Pharmaceutical
Inc.'s supplemental New Drug Application (sNDA) for the full approval of VOXZOGO ®
(vosoritide) for children with achondroplasia. The Prescription Drug User Fee Act (PDUFA)
target action date for a decision has been set for February 28, 2027. This sNDA is
strongly supported by comprehensive long-term safety and efficacy data, which
demonstrate meaningful improvements in growth and skeletal measures in treated

pediatric patients.

Technical / Clinical Details

VOXZOGO® (vosoritide) is an analog of C-type natriuretic peptide (CNP) that acts by
inhibiting the overactive fibroblast growth factor receptor 3 (FGFR3) signaling pathway.
Overactivation of FGFR3 is the primary genetic cause of achondroplasia, leading to
suppressed bone growth. By modulating the downstream effects of FGFR3 signaling,
VOXZOGO® promotes endochondral ossification in the growth plates, thereby
increasing linear growth. The SNDA submission is based on multi-year clinical trial data,
including long-term safety, tolerability, and sustained improvements in annualized
growth velocity (AHV) and skeletal proportionality in treated children. The establishment
of a PDUFA target date signifies that the FDA's review process is well underway, moving
closer to making this crucial treatment more widely available to children with

achondroplasia.



Background & Context

Achondroplasia is the most common form of short-limbed dwarfism, caused by an
autosomal dominant mutation in the FGFR3 gene. This condition profoundly affects
bone growth, resulting in disproportionately short limbs, distinctive facial features, and
various medical complications. Historically, treatment options for achondroplasia have
been largely symptomatic, with surgical interventions for limb lengthening being the
only recourse to address height, lacking a specific pharmacological approach to the
underlying cause. VOXZOGO® has emerged as a groundbreaking therapy addressing
this unmet medical need, having previously received conditional approvals in certain
regions. The current sNDA for full approval further solidifies its clinical value and
confirms its long-term efficacy and safety through robust evidence, marking a significant

advancement in rare disease therapeutics.

Strategic Significance & Outlook

Full approval of VOXZOGO® would represent a significant hope for children with
achondroplasia and their families. It is expected to facilitate broader access to the
treatment globally, allowing for earlier therapeutic intervention that can contribute to
improved long-term growth and quality of life for patients. For BioMarin, this would
further cement its leadership in the rare disease space and strengthen VOXZOGO®'s
position as a key asset in its pipeline. This development is also anticipated to stimulate
further investment in innovative therapies for other rare diseases and contribute to the
growth of the gene therapy and precision medicine sectors overall. Investors are keenly
awaiting the FDA's final decision by the PDUFA date and the subsequent market rollout

of this transformative therapy.

Source: https://www.biomarin.com/news/press-releases/u-s-food-and-drug-administration-accepts-
biomarins-supplemental-new-drug-application-for-full-approval-of-voxzogo-vosoritide-for-children-

with-achondroplasia/
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#14 ASCO Podcast: Optimizing Frontline ADCs as They
Shift to Earlier Cancer Treatment Stages

Published July 13, 2026 ~ ASCO Publications  USA

| overview

An ASCO Publications podcast discusses the rapid integration of antibody-drug
conjugates (ADCs) into frontline advanced and curative-intent perioperative settings
for cancer treatment. Experts emphasize that ADCs are no longer last-resort therapies
but are quickly moving into earlier stages for various solid and hematologic tumors.
This shift highlights the maturation of ADC technology and its expanding clinical

utility, promising improved patient outcomes.
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Key Findings

A recent podcast from ASCO Publications highlights a significant paradigm shift:
antibody-drug conjugates (ADCs) are rapidly moving from their traditional role as
salvage therapies into frontline advanced and curative-intent perioperative settings in
cancer treatment. Experts in the discussion emphasized that ADCs are no longer
considered a last resort but are being actively incorporated into earlier treatment stages

for a diverse range of solid and hematologic tumors.

Technical / Clinical Details

The podcast elaborated on the factors enabling this 'frontline’ shift for ADCs. Key among
them are advancements in novel, potent cytotoxic payloads and improved linker
technologies that ensure stable antibody-drug conjugation. These innovations have
significantly enhanced the therapeutic index of ADCs, improving drug delivery efficiency
to tumor cells while minimizing systemic toxicity. Furthermore, the discovery of more
specific target antigens and the development of corresponding antibodies have allowed
ADCs to act more selectively on cancer cells, sparing normal tissues. Experts noted that
promising objective response rates (ORRs) and extended progression-free survival (PFS)
data from specific ADCs are strongly supporting their efficacy in earlier treatment lines.
However, challenges related to optimal sequencing, designing combination therapies,
and managing drug resistance mechanisms remain active areas of research and

discussion.

Background & Context

Conceived decades ago as 'magic bullets," ADCs faced numerous challenges in their early
clinical development. However, over the past decade, technological innovations —
particularly in payload toxicity, linker stability, and antibody specificity — have
transformed ADCs into one of the most successful modalities in oncology. Multiple ADCs
have gained approval across various cancer types, demonstrating superior efficacy
compared to conventional chemotherapy and some targeted therapies. This podcast
reflects a critical evolution in industry perception, indicating that ADCs are transitioning
from niche therapies to central components of cancer care, establishing their role as

powerful agents for early, aggressive therapeutic intervention.



Strategic Significance & Outlook

The movement of ADCs into frontline settings holds transformative potential for cancer
treatment paradigms. Future clinical trials will focus on establishing optimal utilization
strategies for ADCs in specific cancer types and patient populations. Expected
developments include refined patient selection via biomarkers, the development of dual-
payload ADCs, rational combination therapies involving multiple ADCs, and ongoing
research into overcoming novel drug resistance mechanisms. This progression promises
more effective and better-tolerated treatment options for cancer patients, particularly
improving outcomes in earlier stages where curative intent is possible. Investors are
likely to maintain strong interest in ADC technologies, given their proven clinical utility

and the significant growth potential within this rapidly expanding market segment.

Source: https://ascopubs.org/do/optimizing-frontline-adcs-sequencing-targets-and-resistance
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#15 Antibody-Drug Conjugates Show Significant
Clinical Activity and Promise in Biliary Tract Cancers

Published July 10, 2026  CCA News Online  USA
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I OVERVIEW

Antibody-drug conjugates (ADCs) are emerging as a significant class of cancer
therapeutics for biliary tract cancers (BTCs), offering improved outcomes in difficult-
to-treat tumors. Advances in ADC technology, including novel cytotoxic payloads,
dual-targeting strategies, and efficient delivery systems, are driving this momentum
with a growing pipeline of agents showing significant clinical activity. This
development offers substantial new hope for patients with BTCs, expanding

therapeutic options and improving prognosis.
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Key Findings

Antibody-drug conjugates (ADCs) are rapidly emerging as a significant and promising
class of cancer therapeutics for biliary tract cancers (BTCs), offering improved outcomes
in these notoriously difficult-to-treat tumors. Continuous advancements in ADC
technology, particularly the development of novel cytotoxic payloads, the
implementation of dual-targeting strategies, and more efficient drug delivery systems,

are driving a growing pipeline of agents demonstrating significant clinical activity.

Technical / Clinical Details

Biliary tract cancers are often diagnosed at advanced stages due to their anatomical
location and biological heterogeneity, leading to limited effective treatment options.
ADCs are designed to deliver potent anti-cancer agents (payloads) directly to cancer cells
by leveraging antibodies that specifically bind to tumor-associated surface antigens. This
targeted approach aims to maximize therapeutic efficacy while minimizing systemic
toxicity. The article highlights several key technological advancements in ADCs

contributing to their success in BTC treatment:

¢ Novel Cytotoxic Payloads: Development of more potent and diverse payloads,
including those with mechanisms of action distinct from traditional chemotherapy,
which can be effective even against BTC cells that exhibit resistance to existing drugs

(e.g., beyond tubulin inhibitors or DNA-damaging agents).

e Dual-Targeting Strategies: Approaches where a single ADC targets multiple tumor-
associated antigens, or combinations of different ADCs are used. This addresses
tumor heterogeneity and allows for broader targeting of cancer cells, promising

improved response rates and overcoming drug resistance.

o Efficient Delivery Systems: Refinements in ADC linker and conjugation technologies
have led to enhanced in vivo stability and more controlled, efficient release of the

payload at the tumor site.

These technological improvements have translated into promising clinical results for
ADCs in BTC, contributing to better patient prognoses through tumor shrinkage and

extended progression-free survival.



Background & Context

Biliary tract cancers are rare but aggressive malignancies, typically diagnosed at
advanced stages, leading to very poor prognoses. Surgical resection is the only curative
option, but few patients are eligible, leaving many to rely on chemotherapy and
radiation, which offer limited efficacy. While some molecular targets like HER2, FGFR2,
and IDH1 have been identified in BTCs, and targeted therapies are emerging, ADCs offer
a distinct mechanism that can potentially benefit a broader patient population. The
introduction of ADCs into BTC treatment represents a major step towards addressing the

high unmet medical need in this challenging cancer type.

Strategic Significance & Outlook

The progress of ADCs in biliary tract cancers is critically important for expanding
treatment options and improving patient outcomes. A robust pipeline of ADC candidates
is currently showing promising data in clinical trials, with several likely to gain approval
within the next few years. In the future, ADCs are expected to become an integral part of
standard BTC treatment regimens, exploring not only monotherapy but also combination
strategies with immunotherapies and other molecularly targeted agents. This will further
improve treatment efficacy, enhancing patient survival and quality of life. For investors
and pharmaceutical companies, the BTC ADC market represents an attractive sector with

high growth potential.

Source: https://www.ccanewsonline.com/issues/2026/june-july-2026-vol-7-no-2/antibody-drug-

conjugates-in-biliary-tract-cancers
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#16 Pfizer Discontinues Seagen-Developed Solid Tumor
ADC Program SGN-MesoC2, Highlighting Persistent
ADC Development Challenges

Published July 15, 2026  BioSpace USA

| overview

Pfizer has discontinued another Seagen-developed antibody-drug conjugate (ADC)
program for solid tumors, SGN-MesoC2, just weeks after another Seagen-acquired
ADC failed a Phase 3 lung cancer study. This cessation underscores the inherent
challenges in ADC development, even for targeted therapies originating from
specialized companies. The decision highlights the high attrition rates and

complexities involved in bringing ADCs to market.
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Key Findings

Pfizer has made the decision to discontinue the development program for SGN-MesoC2,
an antibody-drug conjugate (ADC) candidate developed by Seagen for solid tumors. This
move comes just weeks after another Seagen-acquired ADC failed a Phase 3 lung cancer
study. The consecutive program halts underscore the persistent and inherent challenges

in ADC development, even for targeted therapies originating from specialized companies

in the bioconjugate space.

Technical / Clinical Details

SGN-MesoC2 was designed as an ADC targeting mesothelin, an antigen often
overexpressed in various hard-to-treat solid tumors such as malignant mesothelioma
and pancreatic cancer. While the specific reasons for discontinuation were not fully
detailed, common factors contributing to ADC development failures include safety issues
(e.g., systemic toxicity), lack of anticipated efficacy, or pharmacokinetic challenges (e.g.,
insufficient tumor delivery). Pfizer's decision on SGN-MesoC2 highlights the difficulty in
translating promising preclinical or early-clinical results into definitive efficacy and safety
profiles in later-stage clinical trials. The complexity lies in optimizing the antibody's
specificity, the payload's potency, the linker's stability, and the overall drug-to-antibody

ratio to achieve a favorable therapeutic index.

Background & Context

Pfizer recently acquired Seagen in a multi-billion dollar deal to bolster its oncology
pipeline, specifically leveraging Seagen's expertise as a leader in ADC development.
Seagen had a track record of bringing multiple approved ADCs to market with potent
payloads, stable linkers, and efficient conjugation technologies. Therefore, Seagen's
pipeline assets were expected to be a significant pillar of Pfizer's oncology portfolio.
However, the discontinuation of SGN-MesoC2 and the prior Phase 3 failure for another
ADC serve as a stark reminder of the intrinsic complexities and risks associated with the
ADC modality. The success of an ADC hinges on numerous interdependent factors,
including target selection, payload choice, linker optimization, and identification of

appropriate patient populations.



Strategic Significance & Outlook

The discontinuation of SGN-MesoC2 will likely prompt a re-evaluation within Pfizer's
broader ADC pipeline, but it is unlikely to diminish the fundamental view that ADCs are a
vital modality in cancer treatment. Instead, these experiences will likely accelerate the
pursuit of more stringent early-stage screening, more precise biomarker-driven patient
selection, and continued innovation in linker-payload technologies. ADC development
remains a 'high-risk, high-reward' field, offering tremendous therapeutic potential but
also high attrition rates. The industry as a whole is expected to learn from these
instances, moving towards even more refined ADC design and development strategies.
Investors will be observing not just the success or failure of individual pipeline assets, but

also how companies manage risk and drive continuous innovation in this dynamic sector.

Source: https://www.biospace.com/drug-development/pfizer-scraps-seagen-developed-adc-for-solid-

tumors
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#17 NIH's NCATS Secures FDA IND Clearance for Gene
Therapy Targeting Ultra-Rare Multiple Sulfatase
Deficiency

Published July 09, 2026  National Center for Advancing Translational Sciences - NIH ~ USA

| overview

The National Center for Advancing Translational Sciences (NCATS), part of the NIH,
announced FDA clearance of an Investigational New Drug (IND) application for a
gene therapy targeting multiple sulfatase deficiency, an ultra-rare disease. This
achievement is part of NCATS' broader mission to accelerate drug discovery and
development, particularly for rare diseases and novel technologies. The IND clearance
represents a crucial milestone, offering new hope for patients with severely limited

treatment options.
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Key Findings

The National Center for Advancing Translational Sciences (NCATS), a component of the
U.S. National Institutes of Health (NIH), has announced that its Investigational New Drug
(IND) application for a gene therapy targeting multiple sulfatase deficiency (MSD), an
ultra-rare disease, has received clearance from the U.S. Food and Drug Administration
(FDA). This IND clearance represents a groundbreaking achievement in NCATS' mission

to accelerate the development of therapies for rare diseases.

Technical / Clinical Details

Multiple sulfatase deficiency (MSD) is a severe, progressive, and often fatal lysosomal
storage disorder caused by genetic mutations that impair the function of multiple
sulfatase enzymes. This leads to widespread and debilitating symptoms affecting the
nervous system, skeletal system, and skin, with no currently available cure. The gene
therapy developed by NCATS utilizes an adeno-associated virus (AAV) vector to deliver
functional copies of the affected sulfatase genes into patients' cells, aiming to restore
normal enzyme activity. The FDA's IND clearance signifies that the gene therapy
candidate has met stringent safety and quality standards required for initiating human
clinical trials. This will allow the research team to commence the first-in-human clinical
study for MSD patients, evaluating the therapy's safety, tolerability, and preliminary
efficacy. Particular considerations are being made for trial design and patient

recruitment, given the ultra-rare nature of the disease.

Background & Context

Rare diseases, especially ultra-rare conditions like MSD, often represent areas of high
unmet medical need due to the limited patient population, which can present challenges
for pharmaceutical companies to invest in development. NCATS has a core mission to
bridge the translational gap between basic research and clinical application, particularly
for rare diseases, serving as a critical intermediary between academia, government, and
industry. Gene therapy offers immense promise for inherited genetic disorders by
addressing the root cause of the disease with potentially a single treatment. This IND
clearance is a concrete example of how NCATS effectively drives translational science
from fundamental research to clinical application, highlighting the vital role government

agencies play in fostering innovative therapeutic development.



Strategic Significance & Outlook

The IND clearance for this gene therapy offers immense hope to patients and families
affected by multiple sulfatase deficiency. The initiation of the first-in-human clinical trial
opens the possibility of developing a foundational cure for a disease that currently has
almost no treatment options. NCATS will continue to support the clinical advancement of
this therapy, aiming to bring it to patients as quickly as possible. This success is expected
to catalyze further gene therapy development for other rare genetic diseases and re-
emphasize the value of publicly funded drug discovery programs. Investors and
biotechnology companies may look to collaborations with such government agencies to

explore high-risk, high-reward opportunities in rare disease therapeutic innovation.

Source: https://ncats.nih.gov/news-events/news
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#18 RNAIi Therapeutics Advance in Metabolic Disease

Treatment with Liver-Targeted DDS and Emerging Self-
Delivery siRNAs

Published July 11, 2026  ResearchGate (Trends in Pharmacological Sciences) Unknown

| overview

This article discusses RNA interference (RNAI) as a therapeutic strategy for metabolic
diseases, emphasizing its advantage in targeting virtually all genes. Despite delivery
challenges, lipid-based carriers for liver-targeted siRNA are now in clinical trials for
hypercholesterolemia, with emerging self-delivery siRNAs showing promise. The
review highlights RNAI's critical role in metabolic disease drug discovery and the

accelerated clinical application driven by advancements in drug delivery systems.
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Key Findings

This article emphasizes the emerging role of RNA interference (RNAI) as a powerful
therapeutic strategy for metabolic diseases, leveraging its theoretical advantage to target
virtually any gene. Despite historical delivery challenges, significant advancements in
drug delivery systems (DDS) have enabled lipid-based carriers for liver-targeted siRNA to
be extensively evaluated in clinical trials for metabolic diseases, particularly
hypercholesterolemia. Furthermore, emerging self-delivery siRNAs are showing

considerable promise, accelerating the clinical application of RNAi technology.

Technical / Clinical Details

RNAI harnesses the cell's natural process of gene silencing, effectively turning off the
production of specific messenger RNA (mRNA) molecules, and consequently, the
proteins they encode. This capability allows for precise intervention in metabolic
pathways driven by disease-causing genes or proteins. For years, the main hurdles for
RNAI therapeutics were the rapid degradation of naked RNA molecules in vivo and the
challenge of efficient and targeted delivery to specific cells or tissues. Advances in DDS

have largely overcome these issues.

¢ Lipid-Based Carriers: Specifically, lipid nanoparticles (LNPs) and GalNAc (N-
acetylgalactosamine) conjugates have been highly successful in delivering siRNA to
hepatocytes by targeting the asialoglycoprotein receptor (ASGPR) on liver cells. This
breakthrough has led to multiple siRNA therapeutics for metabolic disorders, such as
hereditary hypercholesterolemia, entering and in some cases gaining approval from
clinical trials. For instance, siRNAs targeting PCSK9 mRNA have shown significant

reductions in LDL cholesterol levels in clinical studies.

¢ Self-Delivery siRNAs: These are designed with chemical modifications directly
incorporated into the siRNA molecule, enabling efficient cellular uptake without the
need for external carriers. While still in early stages, these promise simplified
manufacturing and potentially reduced immunogenicity risks, presenting another

promising DDS for metabolic disease treatment.

These technologies offer a new therapeutic paradigm by addressing the root causes of

diseases through gene knockdown.



Background & Context

Metabolic diseases, including Type 2 Diabetes, Non-Alcoholic Fatty Liver Disease
(NAFLD/NASH), and atherosclerosis, are globally escalating health burdens with
significant unmet medical needs. Traditional treatments often focus on symptom
management, whereas RNAI therapies offer the potential to intervene at the molecular
root cause of the disease. The evolution of DDS has been pivotal in enabling the clinical
translation of RNAI therapeutics, particularly the ability to efficiently target specific
organs like the liver, which has revolutionized metabolic disease drug discovery. The
pharmaceutical industry is investing heavily in the new therapeutic targets and

modalities offered by the RNAI platform.

Strategic Significance & Outlook

RNAi-based therapeutic strategies are poised to play an increasingly critical role in the
field of metabolic diseases. Ongoing clinical trials and the continued development of
novel DDS technologies, such as self-delivery siRNAs, are expected to expand the range
of metabolic disorders amenable to RNAI treatment. In the long term, these therapeutics
are anticipated to become an integral part of standard care, significantly improving
patient quality of life and prognosis. Furthermore, advancements in DDS will likely
broaden the applicability of RNAI therapeutics to other disease areas, including
neurodegenerative diseases and oncology. Investors are keenly watching DDS innovation
and clinical development progress as key drivers for the growth of the RNAI therapeutic

market.

Source: https://www.researchgate.net/publication/51060701_RNAi-

based_therapeutic_strategies_for_metabolic_disease
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#19 Spanish Researchers Unveil CoCoGraph Al System
for Generating Millions of Novel Molecules,
Accelerating Drug Discovery

Published Published July 10, 2026  The Daily Guardian XX >~

| overview

Spanish researchers have introduced CoCoGraph, an Al system powered by graph
neural networks that can generate millions of novel, chemically valid molecules.
Published in *Nature Machine Intelligence?*, this innovation promises to dramatically
accelerate drug discovery and materials science by efficiently exploring vast,

uncharted chemical spaces, moving beyond traditional trial-and-error methods.
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Background

Discovering and synthesizing new molecular structures has consistently been one of the
greatest challenges in drug discovery and materials science. Traditional chemical
synthesis is time-consuming and costly, often relying on intuition and iterative
experimentation. In recent years, however, advancements in Al technology, particularly
generative models, have begun to revolutionize this landscape. Al is increasingly
expected to propose novel chemical structures that human chemists might not conceive
and predict their properties, thereby dramatically accelerating the drug discovery
process. Systems like CoCoGraph are at the forefront of this Al-driven revolution,
opening doors to previously inaccessible chemical spaces and potentially resolving

bottlenecks in pharmaceutical development.

Key Findings

A team of Spanish researchers has unveiled an innovative Al system named 'CoCoGraph,’
which possesses the remarkable ability to generate millions of novel molecules that
strictly adhere to fundamental chemical laws. This breakthrough, published in *Nature
Machine Intelligence*, holds the potential to dramatically accelerate advancements in
both drug discovery and materials science by facilitating the exploration of vast,

previously uncharted chemical territories.



Technical Details

CoCoGraph is a generative Al model based on graph neural networks (GNNs), trained to
deeply understand atomic bonding patterns and principles of chemical stability. This
sophisticated training enables the model not only to mimic existing molecules but also
to autonomously design novel molecular structures that are synthetically feasible in the
real world. Traditional computational chemistry and high-throughput screening methods
are often limited to exploring known chemical spaces or require extensive trial-and-error.
CoCoGraph fundamentally transforms this process by generating millions of 'in silico’
molecules in a fraction of the time. These generated molecules can then be filtered to
identify candidates with desired properties, such as high affinity for a specific target, low
toxicity, or favorable pharmacokinetic characteristics. The system supports both
exploratory and goal-directed generation, enabling efficient discovery of molecules
tailored to specific requirements. This significantly expands the search space and
improves the diversity and quality of candidate molecules in the early stages of drug

discovery, such such as lead identification.

Strategic Significance & Outlook

Al systems like CoCoGraph have the potential to revolutionize the early stages of the
drug discovery pipeline. As this technology matures, it could enable the rapid generation
of large numbers of promising drug candidates within days or weeks, significantly
shortening development timelines. This ultimately translates to bringing new therapies
to patients faster. Furthermore, in materials science, the system is expected to accelerate
the discovery of novel materials with specific functionalities (e.g., high-performance
polymers, catalysts), impacting various industries. Investors are keenly interested in Al's
capacity to fundamentally transform drug discovery processes, and innovative platforms
like CoCoGraph are poised to become significant growth drivers in the biotechnology
and chemical industries. This technology exemplifies the immense potential at the

intersection of Al and scientific discovery.

Source: https://www.futura-sciences.com/en/scientists-unveil-ai-that-creates-never-before-seen-

molecules-to-speed-up-drug-discovery_35384/
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#20 Lonza Offers Integrated ADC Clinical and
Commercial Manufacturing Services, Covering
Antibody to Sterile Fill-Finish

Published Date unknown Lonza Switzerland

| overview

Lonza offers integrated development and manufacturing services for Antibody-Drug
Conjugates (ADCs), encompassing antibodies, payloads, bioconjugation, and sterile
fill and finish. The company operates GMP production suites in Visp, Switzerland,
capable of gram-scale payload production and multi-kilogram-scale conjugation
capacity. This comprehensive service aims to accelerate program timelines and reduce
complexity for ADC development, positioning Lonza as a key partner for bioconjugate

therapeutics.
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Key Findings

Lonza offers comprehensive, integrated development and manufacturing services for
Antibody-Drug Conjugates (ADCs), spanning from clinical-stage development to
commercial production. This end-to-end portfolio covers antibody production, cytotoxic
payload synthesis, bioconjugation (linking the antibody and payload), and sterile fill and
finish operations. The service aims to significantly accelerate ADC program timelines and
reduce the inherent complexity associated with bringing these intricate bioconjugate

therapeutics to market.

Technical / Clinical Details

ADCs are complex biologics that combine the specific targeting capabilities of antibodies
with the potent cell-killing power of cytotoxic payloads. Their development and
manufacturing require diverse expertise and specialized facilities. Lonza's services

seamlessly integrate the following key components:

¢ Antibody Manufacturing: Support for customer antibody candidates, from cell line

development through large-scale GMP manufacturing.

¢ Payload Production: Synthesis of highly potent cytotoxic payloads at scales ranging
from grams to multi-kilograms, conducted in specialized GMP production suites at
Lonza's Visp, Switzerland site. These payloads are manufactured under stringent

quality control.

¢ Bioconjugation: Provision of technologies to stably and efficiently link the developed
payloads to antibodies. This includes optimization of linker types and conjugation

sites to maximize the therapeutic index of the ADC.

¢ Final Formulation and Sterile Fill & Finish: Ensuring the stability of the conjugated
ADC formulation and providing aseptic filling and finishing processes in controlled

environments.

Lonza's Visp site is equipped with state-of-the-art facilities and technologies to safely
and efficiently handle these activities, including advanced containment strategies for

highly potent payloads and conjugates.



Background & Context

The Antibody-Drug Conjugate market is one of the most dynamically growing segments
in pharmaceuticals, with established efficacy across multiple cancer types. However, ADC
development and manufacturing present significant hurdles compared to traditional
biologics or small molecule drugs due to their inherent complexity. The expertise
required for antibodies, linkers, and payloads, and the necessity to integrate these
distinct manufacturing processes, often make in-house production challenging for many
pharmaceutical companies. Lonza's comprehensive 'end-to-end' services enable
pharmaceutical companies to focus their resources on R&D while ensuring efficient
development and manufacturing of high-quality ADCs. This approach effectively de-risks

development and shortens time-to-market.

Strategic Significance & Outlook

Lonza's integrated ADC manufacturing services are poised to play a crucial role in the
continuously expanding ADC market. ADCs are expected to broaden their applicability
further through target diversification, payload evolution, and the introduction of dual-
payload technologies. CDMOs like Lonza will support customers in developing and
manufacturing cutting-edge ADCs by adapting to these technological innovations,
thereby expanding the frontiers of drug development. Ultimately, these services
contribute to bringing innovative, life-saving cancer treatments to more patients faster.
Investors are keenly interested in the growth of the ADC market and the capabilities of

key CDMOs supporting this growth.

Source: https://www.lonza.com/advanced-synthesis/bioconjugates/adc-clinical-and-commercial-

manufacturing
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#21 Major Al Players Enter Pharma, But Long Clinical
Timelines Pose Challenge for Capital Markets

Published Published July 14, 2026  36%( (36Kr) China

| overview

Major Al players, including Anthropic, OpenAl, and Google's Isomorphic Labs, are
rapidly entering the life sciences, leveraging Al to accelerate early drug discovery.
However, the inherently long timelines for clinical trials and regulatory approvals
create a significant disconnect with the short-term expectations of capital markets.
This dynamic suggests that established pharmaceutical corporations, with their vast
datasets and robust clinical infrastructure, are best positioned to capitalize on Al's

promise in this sector.
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Key Findings

Leading artificial intelligence (Al) powerhouses, including Anthropic (via Claude Science),
OpenAl (with GeneBench-Pro), and Google's Isomorphic Labs, are rapidly intensifying
their foray into the life sciences sector. While Al demonstrably accelerates the early
stages of drug discovery, the protracted timelines required for clinical trials and
regulatory approvals continue to pose a significant challenge for capital markets. It
posits that large pharmaceutical corporations, armed with proprietary datasets and
established clinical infrastructure, may ultimately emerge as the primary beneficiaries in

this evolving Al-driven drug discovery landscape.

Technical / Clinical Details

Al has already showcased its transformative power in expediting early-stage drug
discovery processes, including molecular design, protein structure prediction, virtual
screening, and compound optimization. For instance, Anthropic's Claude Science and
OpenAl's GeneBench-Pro leverage large language models (LLMs) and integrated
biological datasets for novel molecule generation and precise target-drug interaction
prediction. Isomorphic Labs, building on AlphaFold 3 technology, has already advanced
Al-designed drugs into clinical trials. These Al-driven approaches can generate
promising drug candidates within days or weeks. However, the journey from a promising
drug candidate to market typically spans over a decade and demands immense capital
investment. This starkly contrasts with the quicker return expectations of capital markets.
Clinical trials, spanning Phase 1 to Phase 3, along with stringent regulatory approval
processes by bodies like the FDA, present complex biological and logistical hurdles

where Al's direct intervention is either limited or its impact less immediate.



Background & Context

The pharmaceutical industry has long grappled with escalating development costs,
diminishing success rates, and a slowdown in novel drug output. Al has emerged as a
promising solution to these challenges, leading to a surge in investments in Al drug
discovery startups over recent years. Nevertheless, many Al companies specialize
predominantly in the 'discovery' phase, with limited involvement in the 'development'’
phase (from preclinical to market). This 'valley of death' in development creates a
significant disconnect between the expectations of capital markets and the realities of
drug development. Large pharmaceutical companies can bridge this gap by integrating
Al technologies with their existing strengths, which include extensive clinical trial
infrastructure, established regulatory relationships, and vast proprietary patient data. This
synergy allows for the efficient insights generated by Al to combine seamlessly with the
clinical development and commercialization expertise of big pharma, leading to faster

and more reliable market entry for novel therapeutics.

Strategic Significance & Outlook

The convergence of Al and the pharmaceutical industry is set to accelerate further.
However, a critical challenge for Al drug discovery companies will be reconciling the
inherent long-term nature of drug development with the short-term expectations of
capital markets. Strategic partnerships and acquisitions between large pharmaceutical
companies and Al startups are expected to proliferate. Moreover, Al's role is anticipated
to expand into later development stages, such as optimizing clinical trial design, patient
stratification, and even real-world evidence generation. Ultimately, companies that
possess not just cutting-edge Al technology, but also a robust strategic approach to
translate that technology into clinical and commercial success, will lead this
transformative era. Investors will increasingly scrutinize companies not merely for their Al
prowess, but for their comprehensive strategy to achieve clinical validation and

demonstrable market impact.

Source: https://eu.36kr.com/en/p/3894982504266624
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#22 Al Accelerates Drug Discovery from Years to Days,
Transforming Molecular Design and Generative
Chemistry

Published July 16, 2026  Uplatz (YouTube) Unknown

| overview

This video discusses how Al is transforming drug discovery by accelerating molecular
design, protein structure prediction, and generative chemistry, enabling molecule
design in days. However, it highlights that the clinical trial phase still requires
approximately a decade. The need for multi-objective optimization to balance
binding strength, solubility, stability, and safety is emphasized, underscoring the
ongoing challenge of bridging Al's rapid design capabilities with lengthy clinical

development.
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Key Findings

A YouTube video from Uplatz explains how Artificial Intelligence (Al) is dramatically
accelerating the drug discovery process, compressing timelines from 'years to days'
through its transformative impact on molecular design, protein structure prediction, and
generative chemistry. While Al can rapidly design molecules, the video emphasizes that
the clinical trial phase still typically requires about a decade, highlighting this temporal

gap as a key challenge.

Technical / Clinical Details

Al is driving several key innovations in the early stages of drug discovery. In molecular
design, Al learns from existing databases to rapidly generate structures of new
compounds likely to interact with specific disease targets, far surpassing traditional trial-
and-error processes. For protein structure prediction, Al models like AlphaFold can
predict protein 3D structures from amino acid sequences with high accuracy, providing
crucial insights into how drugs might bind to their targets. Generative chemistry refers
to Al's ability to design entirely novel molecules based on underlying chemical principles,
allowing exploration of uncharted chemical spaces. Theoretically, Al can design millions

of drug candidates in just days.

However, contrasting with Al's rapid design capabilities, the clinical trial phase—
evaluating efficacy and safety in humans—still takes an average of nearly 10 years. This
process is governed by stringent regulatory requirements and biological complexities,
areas where Al's direct acceleration is limited. The video highlights the importance of
‘multi-objective optimization' to balance critical parameters such as binding strength,
solubility, stability, and safety. While Al can aid in designing molecules with these
parameters in mind, ultimate validation must come from real biological systems through

clinical trials.



Background & Context

Traditional drug discovery is notoriously expensive, time-consuming, and prone to
failure, often requiring billions of dollars and 10 to 15 years to bring a new drug to
market. Al's introduction promises to fundamentally revolutionize this inefficiency,
particularly by resolving bottlenecks in early-stage discovery (lead identification and
optimization) to feed the development pipeline with more promising candidates faster.
Yet, regardless of how much Al accelerates the initial phases, the clinical trial phases
inherently demand time due to ethical, biological, and regulatory considerations. This
gap creates tension between the short-term investment return expectations of capital
markets and the long-term nature of pharmaceutical development, posing a significant

challenge for Al drug discovery companies.

Strategic Significance & Outlook

With Al having achieved significant acceleration in early drug discovery, the focus is now
extending to how Al can optimize the clinical trial process itself. Potential applications
include Al-driven clinical trial design optimization, patient stratification, and biomarker
identification, which could enhance trial success rates and shorten timelines. Ultimately,
the goal is for Al to be integrated across the entire drug discovery lifecycle, drastically
reducing the time it takes to deliver new therapies to patients. Investors highly value the
potential impact of Al on the pharmaceutical industry, and solutions that address clinical
development challenges, in addition to early-stage acceleration, will likely attract

significant attention.

Source: https://www.youtube.com/watch?v=DO-JwODpkeY
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#23 The Critical Need for Human-Relevant Models in

Drug Discovery to Accelerate Development with Al and
Organoids

Published July 13,2026  Technology Networks UK

~

| overview

This article discusses advancements in New Approach Methodologies (NAMs) in drug
discovery, emphasizing their potential beyond the laboratory. It highlights the
necessity for new training approaches and stronger collaborations among academia,
industry, and regulatory agencies to fully realize the impact of Al and organoids in
drug development. Integrating human-relevant models promises to improve efficacy
prediction, reduce reliance on animal testing, and enhance overall drug discovery

efficiency and success rates.
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Key Findings

This article underscores that advancements in New Approach Methodologies (NAMs) in
drug discovery hold significant potential to impact drug development far beyond
traditional laboratory settings. It critically emphasizes that to fully realize the
transformative impact of technologies like Artificial Intelligence (Al) and organoids, new
training approaches and robust, sustained collaborations among academia, industry, and

regulatory agencies are indispensable.

Technical / Clinical Details

New Approach Methodologies (NAMs) encompass a range of innovative tools, including
organoids (mini-organs), human-on-a-chip systems, in silico models (Al/machine
learning), and advanced cell culture models. Historically, animal models have been widely
used for efficacy and safety assessments, but species differences between animals and
humans often contribute to unpredictable failures in clinical trials. Human-relevant
models, such as organoids derived from patient stem cells, can recapitulate the complex
3D structure and functional characteristics of specific organs in vitro. This enables the
evaluation of drug efficacy, toxicity, and pharmacokinetics under more human-like
physiological conditions. Al plays a crucial role in processing vast datasets generated
from these human-relevant models, helping to identify drug mechanisms of action,
discover biomarkers, and predict therapeutic responses, thereby streamlining the drug
discovery process. For example, Al can analyze image data from organoids to detect
subtle changes in drug response, guiding the selection of promising drug candidates.
This approach is expected to reduce the need for animal testing and improve the success

rate of clinical trials.



Background & Context

Pharmaceutical development consistently faces challenges of high failure rates, immense
costs, and prolonged development timelines. Specifically, the ‘translational gap'—where
preclinical animal study results fail to replicate in human clinical trials—has been a major
bottleneck in new drug development. Against this backdrop, regulatory bodies, including
the U.S. FDA, are actively encouraging the adoption of NAMs as alternatives to animal
testing and are developing guidelines for their scientific validation and integration. The
combination of Al and organoids is emerging as one of the most promising technologies
to bridge this translational gap, offering more predictive models that can revolutionize

the entire drug discovery process.

Strategic Significance & Outlook

The integration of human-relevant models and Al will be a critical factor in shaping the
future of drug discovery. To maximize the utility of these technologies, the following

initiatives are essential:

¢ New Training Approaches: Researchers and regulators need to acquire specialized

knowledge to properly interpret and utilize data from these novel models.

e Stronger Collaborations: Academia, industry (pharmaceutical companies), and
regulatory agencies (e.g., FDA, EMA) must work closely to develop, validate, and

establish regulatory acceptance for NAMs.

¢ Standardization and Validation: Standardized protocols for organoid models and

their robust validation are crucial for widespread adoption and acceptance.

These efforts will enable the faster development and delivery of safer and more effective
drugs to patients. Investors are keenly interested in the potential for increased efficiency
and reduced development risks offered by these technologies, and investments in NAMs

and Al within the drug discovery sector are expected to accelerate.

Source: https://www.technologynetworks.com/drug-discovery/articles/why-drug-discovery-needs-

human-relevant-models-414470
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#24 Clarivate Releases '‘Drugs to Watch in 2026’ List: Al

Drug Discovery and DDS Technologies Highlighted as
Promising Candidates

Published July 16, 2026  Clarivate UK

| overview

Clarivate released its mid-year 'Drugs to Watch' list for 2026, emphasizing that Al
drug discovery and innovative drug delivery system (DDS) technologies are key trends
driving the future market. The list includes Al-designed novel cancer therapeutics in
late-stage clinical trials and gene therapies incorporating lipid nanoparticle (LNP)-
based DDS for efficient RNAI therapeutic delivery. Clarivate projects these
technologies to significantly impact the pharmaceutical industry beyond 2026, with

potential for blockbuster annual sales exceeding $1 billion.
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Key Findings

Clarivate released its updated list of 'Drugs to Watch' for mid-2026. This report clearly
indicates that Al drug discovery and innovative drug delivery system (DDS) technologies
are the primary trends driving the future pharmaceutical market. The selected drugs on
the list are assessed as having the potential to address unmet medical needs across
various disease areas and possess the potential to become blockbusters, generating over

$1 billion in annual sales in the future.

Technical / Clinical Details

The 'Drugs to Watch in 2026' list primarily includes the following types of drugs in late-
stage clinical trials: 1) **Al-Designed Drugs**: Multiple newly designed small molecules
and biopharmaceutical candidates, specifically targeting cancer, neurodegenerative
diseases, and rare diseases, have been selected. These drugs are expected to
demonstrate high selectivity and efficacy against targets that were challenging to
address with conventional drug discovery processes. 2) **Drugs with Innovative DDS**:
DDS technologies incorporating lipid nanoparticles (LNPs) and targeted carriers, which
enable efficient delivery of RNAI therapeutics and gene therapies, are gaining attention.
For instance, an LNP-siRNA formulation targeting specific liver diseases has shown over
70% suppression of disease-related protein expression on average in Phase 3 trials,
along with a favorable safety profile. 3) **Targeted Protein Degraders (TPDs)**: As a novel
modality in cancer treatment, drugs that degrade 'undruggable’ target proteins, which
were challenging for conventional inhibitors, have been selected. These drugs hold the
potential for sustained pharmacological effects and overcoming drug resistance.
Clarivate's assessment comprehensively evaluates the favorable clinical data

demonstrated by these drugs and their strong market positioning.



Background & Context

The pharmaceutical industry is undergoing a major transformation, driven by
accelerating technological innovation and a shift towards patient-centric healthcare. Al
holds the potential to streamline the entire drug discovery process and identify
previously overlooked therapeutic opportunities. Meanwhile, DDS technologies enhance
drug stability, target specificity, and intracellular delivery efficiency, thereby maximizing
the therapeutic effects of existing drugs and enabling the practical application of novel
modalities (e.g., gene therapy, RNA therapy). Clarivate's '‘Drugs to Watch' report serves as
a crucial resource for pharmaceutical strategists, investors, and healthcare professionals

to understand future market trends and growth drivers.

Strategic Significance & Outlook

Clarivate's report suggests that Al drug discovery and DDS technologies are highly likely
to fundamentally transform the pharmaceutical industry landscape in the coming years.
As these technologies mature and more innovative drugs enter the market, treatment
options for intractable diseases are expected to expand, improving patient prognosis
and quality of life. Furthermore, the convergence of Al and DDS will drive the further
advancement of personalized medicine, leading to the delivery of optimized therapies
for individual patients. Pharmaceutical companies are urged to accelerate investment in
these advanced technologies and form strategic partnerships to establish future

competitive advantages.

Source: https://clarivate.com/life-sciences-healthcare/blog/tracking-the-mid-year-momentum-of-the-
2026-drugs-to-watch/
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#25 Exponential Progression in Targeted Protein
Degradation (TPD) Drug Discovery: New Modality
Accelerates Drug Development

Published July 17,2026  MarinBio  USA

| overview

MarinBio published an article highlighting the exponential progression in Targeted
Protein Degradation (TPD) drug discovery, establishing it as a primary, accelerating
modality in novel drug development. TPD technology offers previously impossible
therapeutic approaches by degrading 'undruggable’ target proteins that conventional
small molecule inhibitors could not address. Specifically, optimized design of
PROTACs and utilization of diverse E3 ubiquitin ligases are significantly expanding
pipeline opportunities and clinical application potential. This advancement will bring
innovative treatment options across a wide range of diseases, including cancer,

neurodegenerative, and inflammatory conditions.
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Key Findings

MarinBio published an article reporting that the field of Targeted Protein Degradation
(TPD) drug discovery is undergoing exponential progression, establishing itself as one of
the most promising and innovative modalities in next-generation pharmaceutical
development. TPD technology holds groundbreaking potential to provide therapeutic
solutions for ‘'undruggable’ targets that conventional small molecule inhibitors have

been unable to address.

Technical / Clinical Details

The article provides a detailed explanation of the design principles and advancements of
PROTACs (Proteolysis-targeting chimeras), which are central to TPD technology. PROTACs
are bifunctional molecules that simultaneously bind to a disease-relevant protein and an
E3 ubiquitin ligase, thereby inducing the ubiquitination and subsequent proteasomal
degradation of the disease-relevant protein. The advantage of TPD lies in its catalytic
mechanism of action; a small number of PROTAC molecules can degrade a large number
of target proteins, promising potent effects at lower doses than traditional inhibitors.
Recent advancements highlighted include: 1) **Utilization of diverse E3 ligases**:
Development of PROTACs that recruit new E3 ligases (e.g.,, MDM2, DCAF15) in addition
to conventional VHL and Cereblon has expanded applications to a broader range of
target proteins. 2) **Design of orally bioavailable PROTACs**: Molecular design
optimization to improve oral bioavailability has enhanced convenience of administration.
3) *Improved pharmacokinetics and pharmacodynamics**: Adjusting linker properties
and payload structures has significantly improved PROTACs' cell permeability, stability,
and half-life. These technological innovations have led to an approximate doubling of

TPD candidates in clinical development over the past five years.



Background & Context

For decades, drug discovery research primarily focused on small molecules and
antibodies that inhibit the activity of enzymes and receptors. However, 'undruggable’
proteins, especially scaffold proteins and transcription factors lacking enzymatic active
sites, which constitute a significant portion of the human genome, were difficult to target
with traditional drugs. TPD, by 'degrading' these proteins to completely remove their
function, is seen as a revolutionary paradigm shift that significantly broadens the scope
of drug discovery. Major pharmaceutical companies and emerging biotech firms are
making substantial investments in the TPD field, and numerous partnerships have been

formed.

Strategic Significance & Outlook

The exponential progression in TPD drug discovery holds the potential to bring
revolutionary treatment options across a wide range of disease areas, including
oncology, neurodegenerative diseases (e.g., Alzheimer's, Parkinson's), inflammatory
diseases, and viral infections. In the future, more TPD candidates are expected to
advance into clinical trials, and their success will establish the firm position of this
modality. Research and development will focus on the discovery of novel E3 ligases,
further enhancing target specificity, minimizing off-target effects, and optimizing orally
bioavailable TPDs. Furthermore, combination therapies involving TPDs with other
treatments (e.g., immunotherapies) will be explored to maximize therapeutic effects. TPD
is poised to drive innovation in the pharmaceutical industry and bring new hope to

patients.

Source: https://www.marinbio.com/exponential-progression-of-targeted-protein-degradation-drug-

discovery/
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#26 PharmTech Analyzes Mid-2026 Key Trends: Al
Integration in Drug Discovery and Manufacturing,
Strengthened Supply Chains, and New Drug Approvals

Published July 16, 2026  PharmTech  USA

| overview

PharmTech released its 'Midyear 2026 Check-in' report, analyzing key pharmaceutical
industry trends: Al integration in drug discovery and manufacturing, reinforced supply
chain resilience, and new drug approval dynamics. The report highlights Al's role in
improving discovery efficiency by up to 25% and significantly impacting predictive
maintenance and quality control in manufacturing. It also notes that post-COVID-19
supply chain lessons led to increased digitalization and regional diversification,
contributing to stable drug supply. Regulatory bodies are accelerating approvals for

innovative modalities.
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Key Findings

PharmTech released its 'Midyear 2026 Check-in' report, outlining key trends in the
pharmaceutical industry. The report emphasizes that the integration of Artificial
Intelligence (Al) into drug discovery and manufacturing processes, the strengthening of
global supply chain resilience, and the dynamics of new drug approvals are driving

industry transformation.

Technical / Clinical Details

The report provides a detailed analysis of Al's increasing influence at all stages of
pharmaceutical development. In **drug discovery and development**, Al is reported to
improve efficiency by an average of 15-25% in lead compound discovery, target
identification, and preclinical trial prediction. Generative Al, in particular, has dramatically
increased the speed and diversity of novel molecule design. In the **manufacturing and
supply chain** sector, Al-powered predictive maintenance systems are reducing
manufacturing equipment downtime by up to 30%, thereby enhancing production
efficiency. Furthermore, the report indicates that securing transparency through
blockchain technology and Al-driven risk prediction are indispensable for supply chain
optimization. As a lesson learned from the pandemic, numerous cases are presented
where regional decentralization of supply networks is advancing, and domestic
production capabilities, especially for critical Active Pharmaceutical Ingredients (APIs),
are being strengthened. Regarding **new drug approvals**, it was noted that major
regulatory bodies like the FDA and EMA are accelerating approvals for innovative drugs
in areas of high unmet medical need, utilizing fast-track designations and breakthrough
therapy designations. In the first half of 2026, several novel modalities (e.g., gene
therapies, RNAI therapies, ADCs) were approved, particularly in oncology, rare diseases,

and metabolic diseases.



Background & Context

The pharmaceutical industry is experiencing an unprecedented period of transformation
driven by multiple factors, including digital transformation, global health crises, and
changes in the regulatory environment. Al is becoming a key driver in addressing these
challenges, enhancing R&D efficiency, and optimizing manufacturing processes.
Furthermore, recent geopolitical tensions and the pandemic exposed vulnerabilities in
pharmaceutical supply chains, making the building of resilience an urgent priority. This
PharmTech review provides a crucial snapshot for understanding how these convergent

trends are shaping the future of the industry.

Strategic Significance & Outlook

PharmTech's report forecasts that the integration of Al into the pharmaceutical industry
will further deepen beyond 2026, and the digitalization and automation of supply chains
will accelerate. Specifically, the widespread adoption of 'smart factories' combining Al
and robotics will contribute to reducing manufacturing costs and improving quality
consistency. Regulatory authorities will also be required to establish a framework for
evaluating Al-generated data while continuing to accelerate approvals for new
modalities. Ultimately, these trends will shape a future where faster, safer, and more
effective treatments become available to patients. Pharmaceutical companies must adapt
to these changes and strategically embrace technological innovation to maintain a

competitive advantage.

Source: https://www.pharmtech.com/view/midyear-2026-check-in-ai-supply-chains-ndc-12
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#27 Generative Al Accelerates Industry Transformation:
Innovative Drug Discovery Use Cases Expand in 2026

Published July 16, 2026  Masai School Blog India
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I OVERVIEW

A Masai School blog post highlights the expansion of innovative Generative Al use
cases across diverse industries in 2026, with particular emphasis on its impact in drug
discovery. The article reports that generative Al demonstrates creativity and efficiency
significantly exceeding human capabilities in designing new drug candidates,
optimizing existing compounds, and predicting clinical trial designs. This suggests the
potential to reduce novel drug discovery cycles by up to 60% and lower development
costs compared to traditional processes. This technology will be an indispensable tool
for resolving drug discovery bottlenecks and rapidly providing treatments for

intractable diseases.
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Key Findings

The latest blog post from Masai School highlights how Generative Al is expanding
innovative use cases across various industries in 2026, with particular emphasis on its
transformative impact in the drug discovery sector. Generative Al is accelerating key
stages of the drug discovery process, from designing new drug candidates to optimizing

existing compounds, bringing unprecedented efficiency and creativity.

Technical / Clinical Details

The article outlines specific use cases of Generative Al in drug discovery, including: 1)
**Novel Molecule Design**: Generative Al models (e.g., Transformer-based models and
GANSs) can autonomously generate 'never-before-seen’ molecular structures with high
binding affinity for specific target proteins and favorable pharmacokinetic properties.
This enables efficient exploration of vast chemical spaces and rapid identification of
promising lead compounds. 2) **Compound Library Optimization**: The Al analyzes
existing compound libraries and proposes molecular modifications to enhance specific
properties (e.g., potency, selectivity, safety). This can significantly shorten iterative lead
optimization cycles. 3) **Clinical Trial Design Optimization**: By learning from historical
clinical data and patient characteristics, the Al suggests clinical trial designs with higher
success probabilities and assists in patient stratification strategies, improving trial
efficiency and cost-effectiveness. It is estimated that by leveraging Generative Al, drug
discovery researchers can reduce the novel drug discovery cycle by up to 60% and
substantially lower development costs compared to traditional trial-and-error

approaches.



Background & Context

Pharmaceutical development has long been challenged by high risks and significant time
and financial costs. Particularly, many hurdles exist in the early stages of designing
promising molecules and moving them into the development pipeline. The
advancements in Generative Al are anticipated to be a groundbreaking tool for
overcoming this bottleneck. Al can perform tasks that would take human researchers
years in just months, and it can propose creative molecular structures that humans might
not foresee. This is a classic example of Al extending human capabilities and broadening
the possibilities of drug discovery research. The pharmaceutical industry is accelerating

investment in Al to establish competitive advantages.

Strategic Significance & Outlook

Generative Al holds the potential to fundamentally transform the entire drug discovery
process. In the future, Al will be more deeply integrated into pharmaceutical
development, beyond initial molecule design, extending to synthesis pathway prediction,
quality control, and even the entire manufacturing process. This will accelerate the
discovery and market introduction of therapies for intractable diseases, allowing patients
faster access to more innovative treatment options. The Masai School blog provides a
crucial perspective for understanding the overall picture of this transformation brought
by Al and preparing for future technological trends. Progress in this field is expected to

dramatically reshape the pharmaceutical industry landscape in the coming years.

Source: https://www.masaischool.com/blog/15-generative-ai-use-cases-transforming-every-industry-in-

2026-with-real-examples/
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#28 Boehringer Ingelheim Announces Promising
Interim Phase 2 Results for Obesity Treatment Bl
3034701: A Potential First-in-Class Triple Receptor
Agonist

Published July 16, 2026  Boehringer Ingelheim  Germany

| overview

Boehringer Ingelheim announced promising interim results from its Phase 2 clinical
trial for BI 3034701, a novel triple receptor agonist for obesity. Bl 3034701, targeting
GLP-1, GCG, and GIP receptors, demonstrated superior weight loss compared to
conventional GLP-1 monotherapy and a favorable safety profile. Patients achieved an
average weight reduction of approximately 15% from baseline, marking a significant
advance in obesity treatment. These results hold the potential to deliver a new,

breakthrough therapeutic option for obesity and related metabolic diseases.



| N DEPTH

Key Findings

Boehringer Ingelheim announced promising interim results from its Phase 2 clinical trial
for BI 3034701, a novel triple receptor agonist drug candidate for obesity. These data
suggest that Bl 3034701 exhibits superior efficacy in weight loss compared to existing
GLP-1 monotherapies and demonstrates good tolerability, holding the potential to

significantly transform the landscape of obesity treatment.

Technical / Clinical Details

Bl 3034701 is a novel small molecule agonist that acts on all three receptors: Glucagon-
Like Peptide-1 (GLP-1), Glucagon (GCG), and Gastric Inhibitory Polypeptide (GIP). These
hormones play crucial roles in appetite suppression, increasing energy expenditure, and
regulating insulin secretion. The Phase 2 trial was a placebo-controlled, double-blind
study involving 200 adult patients who were overweight or obese. After a 16-week
treatment period, the patient group administered the highest dose of Bl 3034701
achieved an average weight reduction of approximately 15% from baseline. This
surpasses the typical effect of GLP-1 mono-agonists (approx. 8-10%). Notably, about
60% of patients achieved 10% or more weight loss from baseline. The safety profile was
favorable, with the most common adverse events being mild to moderate
gastrointestinal symptoms (nausea, vomiting, diarrhea), which mostly occurred early in
treatment and attenuated over time. Serious adverse events were comparable to the

placebo group.

Background & Context

Obesity is a major risk factor for many serious health problems, including Type 2
diabetes, cardiovascular disease, and certain cancers, and its prevalence is rapidly
increasing worldwide. Existing treatments include lifestyle modifications, bariatric
surgery, and pharmacotherapy such as GLP-1 receptor agonists. However, many patients
require further weight loss and long-term maintenance of weight reduction. Triple
receptor agonists like Bl 3034701, by acting on multiple physiological pathways, have the
potential to exert more potent metabolic improvement effects than single or dual
agonists, and are anticipated as a next-generation breakthrough in obesity treatment.
This area is a highly competitive field with major pharmaceutical companies actively

investing.



Strategic Significance & Outlook

After completing the full data analysis of the Bl 3034701 Phase 2 trial, Boehringer
Ingelheim plans to rapidly proceed to a large-scale Phase 3 clinical trial. If this drug
ultimately receives approval, it has the potential to be applied not only to obesity but
also to related metabolic diseases such as Type 2 diabetes and non-alcoholic
steatohepatitis (NASH). Due to its superior weight loss efficacy and favorable safety
profile, B 3034701 is expected to become a major player in the global obesity treatment
market. This advancement not only promises to dramatically improve the prognosis and
quality of life for obesity patients but also holds the potential to alleviate the burden on
healthcare systems. Across the industry, development competition for multi-receptor

agonists is also likely to intensify.

Source: https://www.boehringer-ingelheim.com/human-health/crm-health/metabolic-health/obesity-

potential-first-class-triple-receptor-agonist-phase-2
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#29 BBB-Permeable Nanoparticles: A Novel Strategy
for Breakthrough Neurodegenerative Disease Therapies

Published July 17, 2026  DovePress - International Journal of Nanomedicine UK

| overview

Research published in the ‘International Journal of Nanomedicine' reports that the
latest design of nanoparticles effectively crossing the blood-brain barrier (BBB) has
brought groundbreaking advancements in delivering neurodegenerative disease
therapeutics to the brain. This new nanoparticle system efficiently transports drugs
traditionally hindered by the BBB into brain tissue, successfully reducing disease-
related protein accumulation in animal models of Alzheimer's and Parkinson's
diseases. This technology addresses the drug delivery bottleneck in brain disease

treatment, offering new hope for patients.



| N DEPTH

Key Findings

A recent study published in the ‘International Journal of Nanomedicine' reports the
development of an innovative nanoparticle system designed to efficiently cross the
blood-brain barrier (BBB) and deliver neurodegenerative disease therapeutics to the
brain. This technology overcomes the major challenge of drug delivery posed by the
BBB, which has historically been a significant hurdle in brain disease treatment, thereby
paving the way for the development of new therapies for debilitating conditions like

Alzheimer's and Parkinson's diseases.

Technical / Clinical Details

The developed nanoparticles are based on highly biocompatible polymers, with surfaces
modified with ligands that specifically bind to certain BBB receptors (e.g., transferrin
receptors or insulin receptors). This enables active transport of the nanoparticles across
the BBB via receptor-mediated endocytosis. Encapsulated within the nanoparticles were
drugs designed to inhibit the aggregation of amyloid-beta peptides associated with
Alzheimer's disease, or gene therapies (such as siRNAs) to suppress alpha-synuclein
accumulation in Parkinson's disease. In experiments using Alzheimer's disease mouse
models, drug delivery via this nanoparticle system resulted in an approximately 40%
reduction in cerebral amyloid plaques compared to the placebo group, and significant
improvements in cognitive function were observed. In Parkinson's disease models,
cerebral alpha-synuclein levels decreased by approximately 30%, alleviating motor
deficits. The nanoparticles distributed uniformly throughout the brain parenchyma, with

minimal off-target toxicity or inflammatory responses.



Background & Context

The blood-brain barrier (BBB) is a crucial biological barrier protecting the brain, but it
simultaneously acts as a major impediment preventing many drugs from reaching the
brain. Consequently, the development of therapeutics for brain-affecting diseases, such
as neurodegenerative disorders and brain tumors, has been significantly constrained by
drug delivery challenges. Advances in nanotechnology offer new strategies to bypass or
permeate the BBB, garnering attention as a promising approach to overcome this hurdle.
Nanoparticles modified with targeting ligands can deliver drugs to the brain with high
specificity and efficiency, holding the potential to revolutionize drug discovery in

neuroscience.

Strategic Significance & Outlook

This BBB-permeable nanoparticle system holds the potential for a breakthrough in drug
delivery for neurodegenerative disease treatment. Following the success in preclinical
trials, the research team is preparing to initiate early clinical trials in humans. In the
future, applications are also anticipated for various other brain disorders, including
multiple sclerosis, brain tumors, and stroke, in addition to Alzheimer's and Parkinson's
diseases. If this technology is clinically applied, it could dramatically improve the
prognosis and quality of life for many brain disease patients who previously lacked
effective treatments, and significantly impact healthcare economics. Nanoparticle DDS is

also expected to contribute to the advancement of personalized medicine.

Source: https://www.dovepress.com/nanoparticles-navigating-the-bloodbrain-barrier-for-

neurodegenerative--peer-reviewed-fulltext-article-1JN
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#30 Nava Therapeutics Raises $89 Million for Lipid
Nanoparticle (LNP) Platform: Innovating RNA
Therapeutic Delivery

Published July 16, 2026  Endpoints News USA
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Nava Therapeutics raising lipid $89 matrcle (LNP platform

revolutionize RNA therapeutic delivery

July 16, 2026
Endpoints News, America ENDPOINETS NEWS

| overview

Nava Therapeutics announced the completion of an $89 million Series A funding
round to advance its lipid nanoparticle (LNP) platform, specialized in efficient RNA-
based therapeutic delivery. This substantial funding validates the importance of LNP
technology and the company's innovation in next-generation RNA therapeutics. Nava
Therapeutics aims to accelerate the development of novel LNP formulations for
cancer immunotherapy, genetic disorders, and infectious diseases, addressing unmet
medical needs. Its LNP technology holds the potential to significantly improve
delivery efficiency to target cells and enhance safety profiles compared to existing

formulations.
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Key Findings

Nava Therapeutics announced it has secured a total of $89 million (approx. 13 billion
JPY) in a Series A funding round to further develop its innovative Lipid Nanoparticle
(LNP) platform, specifically tailored for RNA-based therapeutic delivery. This substantial
capital raise reaffirms the critical importance of LNP technology in gene therapy, mRNA
vaccines, and RNAi therapeutics. Nava Therapeutics plans to leverage these funds to
accelerate the development of novel LNP formulations, aiming to enhance therapeutic

efficacy and safety across various disease areas.

Technical / Clinical Details

Nava Therapeutics' LNP platform is characterized by optimizing the lipid composition
and structural design of LNPs to significantly improve RNA payload encapsulation
efficiency, systemic stability, and specific delivery to target cells. Notably, the company's
technology has succeeded in enhancing delivery efficiency to specific organs (e.g., liver,
spleen, lungs, and certain cancer cells) by an average of 20-30% compared to
conventional LNPs, while minimizing systemic toxicity and immunogenicity. These
optimized LNPs are compatible with diverse RNA payloads, including mRNA, siRNA, and
CRISPR gene-editing tools. With the funding, Nava Therapeutics will advance the
following key R&D activities: 1) Further expansion of its LNP library and integration of Al-
driven design tools. 2) Acceleration of preclinical development for pipeline candidates in
cancer immunotherapy (intratumoral LNPs), genetic disorders (systemic LNPs), and
infectious disease vaccines (intramuscular LNPs). 3) Scale-up of manufacturing processes
and strengthening of quality control. The company aims to advance at least three LNP-

based candidates to the IND (Investigational New Drug) stage within the next two years.



Background & Context

Lipid nanoparticles (LNPs) have proven their efficacy with mRNA vaccines, becoming one
of the most prominent technologies for gene therapy and RNAI therapeutic delivery
systems since the COVID-19 pandemic. LNPs are key to protecting unstable RNA
molecules from degradation and efficiently delivering them into cells. However, current
LNP technologies still face challenges such as lack of target specificity, off-target effects,
and limitations in delivery to certain organs. Companies like Nava Therapeutics are
striving to overcome these challenges and develop more high-performing and safer
LNPs, thereby maximizing the potential of next-generation RNA therapeutics. This
significant funding round reflects strong expectations for further LNP technology

innovation and the continued growth of the RNA therapeutics market.

Strategic Significance & Outlook

Nava Therapeutics' LNP platform is poised to play a crucial role in shaping a future
where RNA-based therapeutics are applied across a wide range of disease areas. In
addition to developing its internal pipeline, the company aims to broadly deploy its
technology through strategic partnerships with major pharmaceutical and biotech firms.
Advances in LNP technology will transform the treatment of genetic disorders, enhance
the efficacy of cancer immunotherapies, and enable the development of safer and more
effective vaccines. Nava Therapeutics' success will solidify LNP technology as a central
component of next-generation medicines and a crucial key to delivering innovative
treatment options to patients. LNP-based candidates from the company are expected to

enter clinical trials within the next few years.

Source: https://endpoints.news/nava-therapeutics-emerges-with-89m-for-lipid-nanoparticles/
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#31 Eli Lilly's Foundayo (orforglipron) Receives FDA
Approval, Ushering in a New Era of Oral GLP-1 RAs for
Obesity Treatment

Published July 15, 2026 2 Minute Medicine  USA

| overview

On April 1, 2026, Eli Lilly's Foundayo (orforglipron) gained FDA approval for obesity
treatment, marking the first non-peptide oral GLP-1 receptor agonist without food or
water timing restrictions. This breakthrough signifies a new era for oral GLP-1s,
addressing a major barrier for patients hesitant about injectable treatments.
Foundayo is anticipated to achieve blockbuster status due to its convenience, leading

to higher patient adherence and significant market potential.
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Key Findings

On April 1, 2026, the U.S. Food and Drug Administration (FDA) approved Foundayo
(orforglipron) developed by Eli Lilly for the treatment of obesity. This approval is
groundbreaking as Foundayo is the first non-peptide oral GLP-1 receptor agonist that
does not require specific timing relative to food or water intake, signaling the dawn of a

new era for oral GLP-1 medications in obesity management.

Technical & Clinical Details

Unlike previous GLP-1 receptor agonists, which were peptide-based injectables,
orforglipron is a small-molecule, non-peptide compound suitable for oral administration.
This allows patients to achieve effective weight management through daily oral intake,
eliminating the need for injections. Clinical trials demonstrated significant weight
reduction compared to placebo, with a favorable overall safety profile. The convenience
of oral dosing is expected to substantially improve patient adherence and broaden the
accessibility of treatment to a wider patient population, particularly those who prefer not

to use injectables.

Background & Context

Obesity remains a growing global public health crisis, contributing to increased risks of
cardiovascular disease, type 2 diabetes, and certain cancers. While GLP-1 receptor
agonists have shown remarkable efficacy in weight loss and glycemic control, the
injectable route of administration has historically posed a barrier to initiation and long-
term adherence for many patients. Foundayo's approval directly addresses this
longstanding challenge, promising to significantly impact the obesity treatment market

and act as a game-changer for countless individuals worldwide.



Strategic Significance & Outlook

Foundayo is positioned as a potential blockbuster drug, given its efficacy and
groundbreaking oral delivery. This approval is expected to catalyze the development of
other oral GLP-1 receptor agonists by pharmaceutical companies, intensifying
competition within the weight management market and fostering a more diverse range
of treatment options. Furthermore, Foundayo's success may pave the way for novel oral
drug development across various therapeutic modalities beyond peptides, showcasing

the immense potential of non-peptide small molecules.

Source: https://www.2minutemedicine.com/foundayo-orforglipron-approval-marks-the-beginning-of-
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#32 FDA Approves Celcuity's Revtorpyk (gedatolisib)
for HR-Positive, HER2-Negative Metastatic Breast
Cancer in New Combination Regimen

Published July 14, 2026 FDA  USA

| overview

On July 14, 2026, the FDA approved Celcuity Inc.'s Revtorpyk (gedatolisib) for adult
patients with HR-positive/HER2-negative metastatic breast cancer without PIK3CA
mutation. The drug is approved for use in combination with fulvestrant, with or
without palbociclib. The pivotal VIKTORIA-1 trial demonstrated that gedatolisib
significantly improved progression-free survival, offering a new standard of care

option.
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Key Findings

On July 14, 2026, the U.S. Food and Drug Administration (FDA) granted approval to
Celcuity Inc.'s Revtorpyk (gedatolisib) for adult patients with hormone receptor (HR)-
positive, HER2-negative, locally advanced or metastatic breast cancer without a PIK3CA
mutation. This approval allows for gedatolisib to be used in combination with fulvestrant,
with or without palbociclib, introducing a new therapeutic option for patients battling

advanced breast cancer.

Technical & Clinical Details

Gedatolisib is a small-molecule inhibitor targeting the PI3K/mTOR pathway, a critical
signaling cascade involved in breast cancer cell proliferation and survival. The approval
was based on data from the Phase Il VIKTORIA-1 trial, which showed that combination
regimens involving gedatolisib with fulvestrant, or a triple combination including
palbociclib, significantly improved progression-free survival (PFS) compared to control
arms. The trial also reported enhanced objective response rates and a manageable safety
profile. While specific median PFS improvement values and response rates were not
detailed in the summary, the efficacy was deemed clinically meaningful by the regulatory
body.

Background & Context

HR-positive/HER2-negative breast cancer represents the most common subtype, and
patients with advanced or metastatic disease often face challenges with treatment
resistance and disease progression. There has been a high unmet need for novel
effective therapies for patients without PIK3CA mutations, and the approval of
gedatolisib addresses this gap. The drug is designed to work synergistically with existing

hormone therapies and CDK4/6 inhibitors to maximize therapeutic benefit.



Strategic Significance & Outlook

The approval of Revtorpyk (gedatolisib) opens a new avenue in the treatment strategy
for HR-positive/HER2-negative metastatic breast cancer. It is particularly significant for
the subset of patients without PIK3CA mutations, where it is expected to contribute to
more prolonged disease control and improved quality of life when integrated into
standard treatment protocols. Further real-world evidence and long-term follow-up
studies will be crucial in solidifying its clinical value. This development also has
implications for the broader landscape of PI3K/mTOR pathway inhibitors and

combination therapies in oncology.

Source: https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-gedatolisib-
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#33 Pfizer and Arvinas' Veppanu (vepdegestrant) Gains
FDA Approval, Revolutionizing ESR1-Mutated
Advanced Breast Cancer as First PROTAC
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| overview

In 2026, Pfizer and Arvinas' Veppanu (vepdegestrant) received FDA approval for
advanced breast cancer with ESR1 mutations, becoming the first FDA-approved
PROTAC. This drug offers a groundbreaking option for patients resistant to
conventional therapies, marking a significant milestone in the clinical application of
targeted protein degradation (TPD) technology. Veppanu has the potential to

fundamentally transform the breast cancer treatment paradigm and pave the way for

a new class of drugs.
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Key Findings

In 2026, Veppanu (vepdegestrant), co-developed by Pfizer and Arvinas, secured U.S.
Food and Drug Administration (FDA) approval for the treatment of advanced breast
cancer characterized by ESR1 mutations. This approval is profoundly significant as
Veppanu is the first proteolysis-targeting chimera (PROTAC) drug to gain FDA clearance,
introducing a novel mechanism of action for managing challenging breast cancers that

have developed resistance to conventional treatments.

Technical & Clinical Details

Vepdegestrant is a PROTAC molecule engineered to induce the degradation of the
estrogen receptor (ER). ESR1 gene mutations are a primary mechanism causing
resistance to existing endocrine therapies. Vepdegestrant effectively overcomes this
resistance by inducing the proteolytic degradation of both wild-type and mutated ER.
PROTACs represent a new class of therapeutics that leverage the cell's ubiquitin-
proteasome system to specifically eliminate target proteins. Unlike traditional inhibitors
that merely block protein function, PROTACs achieve potent and sustained
pharmacological effects by completely removing the target protein. Clinical trials
demonstrated improved objective response rates and progression-free survival in
patients with ESR1-mutated advanced breast cancer who had developed resistance to

prior treatments, alongside a manageable safety profile.

Background & Context

Patients with advanced breast cancer, particularly those with ESR1 mutations, often face
limited treatment options due to high rates of resistance to hormone therapy. In this
context, Veppanu's approval unequivocally validates the ability of PROTAC technology to
generate clinically effective drugs, signifying a major leap forward in pharmaceutical
science. This not only demonstrates the commercial viability of PROTACs but also is
expected to accelerate research and development efforts into TPD approaches for

numerous other intractable diseases.



Strategic Significance & Outlook

The introduction of Veppanu is anticipated to significantly improve the quality of care for
advanced breast cancer patients, especially those with ESR1 mutations. As the inaugural
FDA-approved PROTAC, it is expected to have a positive ripple effect across the entire
pipeline of targeted protein degraders, including other PROTACs and molecular glue
degraders, potentially opening new therapeutic frontiers. In the future, this technology
holds promise for broad application across various disease areas, including other cancers

and neurodegenerative disorders, further expanding the boundaries of drug discovery.

Source: https://www.dcatvci.org/features/mid-year-review-whats-trending-in-new-drug-approvals/
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#34 FDA Grants Traditional Approval to Retevmo

(selpercatinib) for Locally Advanced or Metastatic RET
Fusion-Positive Solid Tumors, Expanding Patient Access

Published July 14, 2026 FDA  USA

| overview

On July 14, 2026, the FDA granted traditional approval to Eli Lilly and Company's
Retevmo (selpercatinib) for patients aged two years and older with locally advanced
or metastatic RET fusion-positive solid tumors that have progressed on prior systemic
treatment or have no satisfactory alternative options. This decision expands upon its
previous accelerated approvals in 2022 for adults and 2024 for pediatric patients,

solidifying the drug's established efficacy and safety in treating RET fusion cancers.
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Key Findings

On July 14, 2026, the U.S. Food and Drug Administration (FDA) granted traditional
approval to Retevmo (selpercatinib), a selective RET inhibitor manufactured by Eli Lilly
and Company, for patients with locally advanced or metastatic RET fusion-positive solid
tumors. This expanded approval covers adult and pediatric patients aged two years and
older who have experienced disease progression on prior systemic treatment or possess

no satisfactory alternative therapeutic options.

Technical & Clinical Details

Selpercatinib is a small-molecule tyrosine kinase inhibitor (TKI) that specifically targets
rearrangements during transfection (RET) fusion gene alterations. RET fusions are
recognized as oncogenic driver mutations in various solid tumors, including thyroid
cancer, lung cancer, and other malignancies. The traditional approval was based on
comprehensive data from pivotal multi-center, international clinical trials, such as the
LIBRETTO-001 study. These trials demonstrated compelling objective response rates
(ORR) and durable response durations (DOR) in patients with RET fusion-positive solid
tumors. The safety profile remained consistent and manageable, confirming the drug's

overall tolerability as observed during its initial accelerated approvals.

Background & Context

RET fusion-positive solid tumors are rare cancers driven by specific molecular alterations,
and historically, standard treatment options have been limited. Selpercatinib previously
received accelerated approval in 2022 for adult patients and in 2024 for pediatric
patients aged two years and older, acknowledging its promising efficacy. The conversion
to traditional approval signifies that additional confirmatory data has established the
sustained clinical benefit and safety of selpercatinib across a broader patient population.

This solidifies its position as a standard of care for RET fusion-positive cancers.



Strategic Significance & Outlook

The traditional approval of Retevmo marks a significant therapeutic advance for adult
and pediatric patients with RET fusion-positive solid tumors. It ensures broader access to
a targeted therapy that offers the potential for effective disease control and improved
quality of life. Furthermore, this success is expected to further catalyze the development
of precision medicines for other cancers driven by rare molecular alterations. Future
investigations may explore the drug's potential utility in other RET alterations, including

non-fusion RET aberrations, and other solid tumor types.

Source: https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-traditional-
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#35 GE HealthCare and Mayo Clinic Collaborate on
Personalized Radioligand Therapy for Advanced
Prostate Cancer: Launching MI-BET Study

Published July 13, 2026  GE HealthCare  USA
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| overview

GE HealthCare and Mayo Clinic have initiated the MI-BET study, a collaborative
research effort to advance personalized radioligand therapy (RLT) for patients with
advanced prostate cancer. This study will integrate imaging data with blood-based
biomarkers to assess adaptive treatment approaches, specifically exploring the
potential for treatment pauses based on individual disease response. The goal is to

move beyond standardized treatment cycles, reducing patient burden and optimizing

therapeutic efficacy.
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Key Findings

GE HealthCare and Mayo Clinic have forged a groundbreaking research collaboration to
advance personalized radioligand therapy (RLT) for patients with advanced prostate
cancer, launching the 'MI-BET study.' This research aims to leverage insights derived
from integrated imaging data and blood-based biomarkers to evaluate the effectiveness
of an adaptive approach to treatment, allowing for flexible adjustments to the
therapeutic regimen based on each patient's unique disease response. A key focus is to
assess the feasibility of pausing RLT in patients who demonstrate confirmed treatment

response, thereby optimizing treatment efficiency and enhancing patient quality of life.

Technical & Clinical Details

The MI-BET study focuses on PSMA-targeted RLT, such as Lutetium-177 (177Lu) DOTA-
PSMA, employing serial imaging techniques (e.g., PET/CT) combined with analysis of
circulating tumor DNA (ctDNA) and other blood-based biomarkers. This comprehensive
approach enables real-time monitoring of treatment response, facilitating individualized
decisions regarding the continuation, pausing, or re-initiation of therapy, rather than
adhering to rigid, standardized treatment cycles. The objective is to mitigate side effects
from unnecessary treatment while maximizing therapeutic benefits. This adaptive
treatment paradigm also holds potential for reducing patient risk and optimizing

treatment costs.

Background & Context

Advanced prostate cancer often presents with limited treatment options and poor
prognosis, particularly in metastatic settings. Radioligand therapy, which precisely
delivers radiation to cancer cells, has shown promising clinical outcomes. However,
current RLT protocols are often administered in fixed cycles. Given the significant
variability in disease progression and treatment response among patients, a more
personalized therapeutic approach has become increasingly necessary. The collaboration
between GE HealthCare's advanced imaging technologies and Mayo Clinic's extensive

clinical expertise directly addresses this critical unmet medical need.



Strategic Significance & Outlook

The MI-BET study has the potential to revolutionize RLT optimization in advanced
prostate cancer. Successful outcomes from this research could establish RLT as a highly
precise form of medicine, accelerating the widespread adoption of tailored treatments
for individual patients. Furthermore, the concept of this adaptive treatment approach is
transferable to other cancer types and therapeutic modalities, contributing significantly
to the broader evolution of personalized medicine. In the long term, Al-driven data
analytics are expected to further enhance decision-making in these individualized

treatment strategies.

Source: https://investor.gehealthcare.com/news-releases/news-release-details/ge-healthcare-and-mayo-

clinic-aim-advance-personalized-cancer
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#36 Denali Therapeutics Announces Breakthroughs in
Blood-Brain Barrier Biologic Delivery: AVLAYAH™
Receives FDA Accelerated Approval for Hunter
Syndrome

Published July 10, 2026  Denali Therapeutics  USA

| overview

Denali Therapeutics CEO Dr. Ryan Watts will deliver a plenary address at AAIC 2026,
highlighting the company's breakthrough advancements in delivering biologic
therapies across the blood-brain barrier (BBB). In March 2026, Denali secured FDA
accelerated approval for AVLAYAH™ (tividenofusp alfa-eknm) for Hunter syndrome, a
biologic designed to cross the BBB, marking a significant step in neurodegenerative
disease treatment. The company also plans a Phase 1/1b trial for DNL921, targeting

amyloid beta, showcasing its innovative CNS pipeline.
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Key Findings

Dr. Ryan Watts, CEO of Denali Therapeutics, is scheduled to deliver an opening plenary
address at the Alzheimer's Association International Conference (AAIC) 2026, where he
will highlight the company's significant breakthroughs in delivering biologic therapies
across the blood-brain barrier (BBB). Preceding this announcement, Denali received FDA
accelerated approval in March 2026 for AVLAYAH™ (tividenofusp alfa-eknm) for Hunter
syndrome (Mucopolysaccharidosis Type Il), a biologic specifically engineered to traverse
the BBB, thereby reinforcing Denali's leadership in central nervous system (CNS) disease

therapeutics.

Technical & Clinical Details

AVLAYAH™ was developed using Denali's innovative ATV (Antibody Transport Vehicle)
platform technology, which enables the effective delivery of therapeutic enzymes into
the brain. Hunter syndrome is a rare genetic disorder caused by an enzyme deficiency,
leading to the accumulation of glycosaminoglycans in cells throughout the body,
including the brain, resulting in severe neurological symptoms. Traditional enzyme
replacement therapies have shown limited efficacy in addressing cerebral symptoms due
to their inability to cross the BBB. AVLAYAH™ is the first therapeutic designed to
efficiently penetrate the BBB, allowing it to directly target brain pathology and offer
potential neurological symptom improvement. Clinical trials have demonstrated a
favorable safety profile and improvements in disease-relevant biomarkers. Additionally,
Denali plans a Phase 1/1b clinical trial for DNL921, which targets amyloid beta, further
expanding the application of its BBB transport technology.

Background & Context

The blood-brain barrier serves as a crucial protective mechanism for the brain but
concurrently represents a major impediment for many neurological disease therapeutics
attempting to reach brain targets. This formidable barrier has historically made CNS drug
discovery exceptionally challenging, leading to high failure rates in developmental
pipelines. Denali's BBB transport technology overcomes this longstanding obstacle,
vastly expanding the possibilities for biologic therapies not only for rare genetic
conditions like Hunter syndrome but also for more prevalent neurodegenerative diseases

such as Alzheimer's and Parkinson's.



Strategic Significance & Outlook

The FDA accelerated approval of AVLAYAH™ clinically validates Denali's BBB transport
technology, providing significant momentum to the company's pipeline. Coupled with
the upcoming clinical progression of DNL921, Denali is poised to solidify its position as a
frontrunner in precision medicine for CNS disorders. This technology holds the potential
to deliver more effective and accessible treatments for neurological conditions
previously deemed untreatable, promising to dramatically improve patient prognoses
and quality of life. Continued research into the broader applications of BBB transport

technology is expected to accelerate CNS drug development across the industry.

Source: https://investors.denalitherapeutics.com/news-releases/news-release-details/denali-therapeutics-

give-opening-plenary-address-alzheimers
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#37 Monte Rosa Therapeutics’' NEK7 Molecular Glue
Degrader MRT-8102/8120 Shows 85% CRP Reduction
in Cardiovascular Risk Patients in Positive Phase 1
Interim Data

Published July 16, 2026  AlIMind Al News USA
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| overview

Monte Rosa Therapeutics reported positive interim Phase 1 data for its NEK7-directed
molecular glue degrader, MRT-8102/8120, demonstrating an 85% median reduction
in C-reactive protein (CRP) over 4 weeks in cardiovascular risk participants. This data
suggests significant potential for oral small-molecule NLRP3/IL-1/IL-6 modulation,
confirmed with a favorable safety profile and deep, sustained NEK7 degradation. This
achievement broadens the possibilities for new modalities in inflammatory disease

treatment.
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Key Findings

Monte Rosa Therapeutics has reported highly promising interim data from its Phase 1
clinical trial of MRT-8102/8120, a molecular glue degrader targeting NEK7 (NIMA-related
kinase 7). In participants at cardiovascular risk, the drug achieved a remarkable 85%
median reduction in C-reactive protein (CRP) over a four-week period. This finding
strongly suggests the substantial potential of an oral small molecule to effectively
modulate the NLRP3/IL-1/IL-6 pathway.

Technical & Clinical Details

MRT-8102/8120 is designed as a molecular glue degrader that specifically ubiquitinates
NEK?7, leading to its proteasome-mediated degradation. NEK7 is a critical kinase essential
for the activation of the NLRP3 inflammasome, a key pathway driving inflammatory
responses. The trial results demonstrated potent NEK7 degradation, which correlated
with a significant reduction in the inflammatory biomarker CRP. This data supports the
hypothesis that NEK7 degradation suppresses NLRP3 inflammasome activation, thereby
reducing the production of downstream inflammatory cytokines like IL-1 and IL-6. The
safety profile was reported as favorable, indicating good tolerability, and its oral

availability offers significant convenience for patients.

Background & Context

Inflammatory diseases are deeply implicated in the pathology of a wide range of
conditions, including cardiovascular, autoimmune, and neurodegenerative disorders. The
activation of the NLRP3 inflammasome, in particular, has emerged as a crucial driver of
many chronic inflammatory diseases, yet existing therapies often fall short in achieving
sufficient efficacy. Molecular glue degraders, by promoting the degradation of target
proteins—a mechanism distinct from traditional enzyme inhibition—are emerging as a
promising new therapeutic modality for refractory inflammatory conditions. Monte Rosa
Therapeutics' success provides significant clinical validation for this technology in
NLRP3-related disorders.



Strategic Significance & Outlook

The profound CRP reduction observed in the Phase 1 interim trial of MRT-8102/8120
holds the potential for a major breakthrough in the treatment of inflammatory diseases.
This data suggests that an oral NEK7-targeted molecular glue degrader could be an
effective therapeutic not only for cardiovascular diseases but also for a spectrum of other
chronic inflammatory conditions. Further clinical development, including larger Phase 2
and Phase 3 trials, will be crucial to confirm its efficacy and safety profile. If successful,
this drug could bring new hope to many patients and simultaneously accelerate the
overall development of molecular glue degrader technology, expanding the frontiers of

drug discovery.

Source:

https://allmind.ai/news/f8e243b7cf8f2a8ba30dc490938eda89e87d0023a303c85378cff402609ce454
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#38 Cytovance Biologics Enhances Biologics
Manufacturing Process Development with Perfusion
Capabilities to Boost Productivity

Published July 15, 2026  Cytovance Biologics  USA
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Pullished Juli5, 2026
Cytovance Biologics, America
Overview CDMO

| overview

Cytovance Biologics, a CDMO, has expanded its upstream process development
services by integrating perfusion capabilities. This technological addition enables
higher productivity, extended cell culture durations, and improved process
consistency for the manufacturing of monoclonal antibodies, recombinant proteins,
and other biologics, offering an alternative to traditional fed-batch methods. The aim
is to provide more flexible and efficient manufacturing solutions to biopharmaceutical

companies, thereby accelerating program success.
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Key Findings

Cytovance Biologics, a contract development and manufacturing organization (CDMO)
for biologics, has significantly enhanced its upstream process development services by
incorporating perfusion capabilities. This strategic augmentation allows the company to
offer advanced solutions to clients, enabling higher productivity, extended cell culture
durations, and improved process consistency for the manufacturing of monoclonal

antibodies, recombinant proteins, and other complex biologics.

Technical & Clinical Details

Perfusion culture is a technique that continuously exchanges cell culture media while
retaining cells within the bioreactor. This method permits the maintenance of
significantly higher cell densities compared to traditional fed-batch cultures, leading to a
dramatic increase in volumetric productivity. By producing equivalent or greater
amounts of product in smaller bioreactor volumes, perfusion contributes to reduced
manufacturing costs and increased efficiency. Furthermore, its ability to sustain cell
cultures for longer periods enhances process consistency and offers greater flexibility in
manufacturing schedules. Cytovance's newly integrated perfusion system is designed to
accommodate a wide range of biopharmaceutical programs, supporting development

from early-stage process optimization to commercial-scale production.

Background & Context

With the rapid expansion of the biopharmaceutical market, drug developers are
increasingly seeking more efficient and cost-effective manufacturing processes from
CDMOs. The growing complexity of new modalities and the demand for accelerated
time-to-market often challenge the capabilities of traditional fed-batch processes.
Perfusion culture is particularly advantageous for producing high-titer, complex
biological products, as it aids in reducing manufacturing footprints, optimizing capital
expenditure, and facilitating faster market supply. Consequently, it has gained significant

attention and adoption within the industry.



Strategic Significance & Outlook

The integration of perfusion capabilities by Cytovance Biologics is expected to bolster its
competitive edge and strengthen its position as a leading CDMO in biologics
manufacturing. This new technology will provide clients with greater flexibility and
efficiency throughout their product development lifecycle, particularly smoothing the
transition from small-scale early-stage production to commercial volumes. This is a
critical factor in accelerating the market entry of diverse biopharmaceuticals, including
antibodies, recombinant proteins, and next-generation cell and gene therapy products.
Cytovance plans to continue adopting state-of-the-art manufacturing technologies to

support the growth of the biopharmaceutical industry.

Source: https://cytovance.com/news-articles/expanded-process-development-services-with-perfusion/
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#39 Bora Biologics Expands US Biologics
Manufacturing Capacity to 20,000 Liters with New
Rockville, Maryland Site

Published July 14, 2026  PharmaSource  USA

| overview

Bora Biologics has expanded its U.S. drug substance manufacturing platform by
adding a new site in Rockville, Maryland. This expansion increases its single-use
bioreactor capacity to 20,000 liters, with scalability to 30,000 liters, strengthening its
BioSecure commercial platform. This strategic investment significantly boosts
domestic CDMO manufacturing capabilities for late-stage and commercial biologics

programs, contributing to supply chain stabilization.
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Key Findings

Bora Biologics has substantially expanded its U.S. drug substance manufacturing
platform by establishing a new site in Rockville, Maryland. This expansion increases the
company's single-use bioreactor capacity to 20,000 liters, with potential for further
scalability to 30,000 liters. This move is designed to bolster Bora's BioSecure commercial
platform and significantly enhance its contract development and manufacturing
organization (CDMO) capabilities for late-stage and commercial biologics programs

within the United States.

Technical & Clinical Details

The Rockville site incorporates state-of-the-art single-use bioreactor technology, offering
high flexibility and efficient manufacturing solutions to pharmaceutical developers.
Single-use systems eliminate the need for cleaning and sterilization procedures, thereby
reducing turn-around times between batches and mitigating cross-contamination risks.
The 20,000-liter capacity is specifically designed to meet the growing demand for
commercial-scale biopharmaceuticals such as monoclonal antibodies and recombinant
proteins. This expansion is aimed at enhancing supply stability and fortifying domestic
drug manufacturing capabilities within the U.S. The facility adheres to stringent

regulatory requirements, ensuring the production of high-quality biologics.

Background & Context

In response to recognized vulnerabilities in global pharmaceutical supply chains,
governments and pharmaceutical companies worldwide are actively promoting the
reinforcement of domestic manufacturing capabilities. The demand for
biopharmaceuticals is projected to continue its upward trajectory, with the emergence of
new modalities like cell and gene therapies increasing reliance on CDMOs. Bora
Biologics' expansion of its U.S. manufacturing footprint aligns with these market trends
and strategic needs, supporting the U.S. biopharmaceutical ecosystem and contributing

to the security of drug supply.



Strategic Significance & Outlook

The inauguration of the Rockuville site by Bora Biologics marks a pivotal step in solidifying
its position as a key player in the global biopharmaceutical CDMO market. This
augmented manufacturing capacity will enable the company to support a greater
number of client biologics programs, from early-stage development through to
commercial production. For products requiring rapid supply to the U.S. market or those
of strategic importance, large-scale domestic manufacturing capability offers a
significant advantage. This investment is expected to drive Bora Biologics' sustained

growth and help meet the global demand for biopharmaceutical manufacturing capacity.

Source: https://pharmasource.global/content/news/cdmo-news/bora-biologics-expands-u-s-

manufacturing-platform-with-rockville-site/
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#40 Oregon State University Develops Novel Sugar-
Coated Nanoparticle Therapy for Glioblastoma:
Boosting Mouse Survival by 50%

Published July 17, 2026  Oregon State University via Medical Xpress USA

| overview

Researchers at Oregon State University have developed a new experimental
glioblastoma treatment using sugar-coated nanoparticles to deliver genetic
instructions that restore a tumor-suppressing protein directly into brain cancer cells.
In mouse studies, this therapy effectively crossed the blood-brain barrier (BBB),
increased median survival by 50%, and shrunk tumors without significant damage to
other organs. This marks a groundbreaking advancement against one of the deadliest

brain cancers.
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Key Findings

A research team at Oregon State University has developed and presented promising
results for a new experimental therapy leveraging sugar-coated nanoparticles against
glioblastoma, one of the most aggressive brain cancers. This treatment effectively and
directly delivers genetic instructions to brain cancer cells to restore tumor-suppressing
proteins. Preclinical studies in mice demonstrated that this nanoparticle therapy
increased median survival by 50% and achieved tumor shrinkage, critically, without

notable damage to other major organs.

Technical & Clinical Details

This innovative therapy utilizes sugar-coated lipid nanoparticles (LNPs) loaded with
messenger RNA (mRNA) for tumor-suppressing genes (e.g., p53 or its activators), rather
than cytotoxic agents. The LNPs are designed to efficiently traverse the blood-brain
barrier (BBB), and their sugar coating facilitates binding to specific receptors on cancer
cell surfaces, enabling selective cellular uptake. Once inside the brain tumor cells, the
mMRNA is expressed, restoring deficient tumor-suppressing proteins and inducing
apoptosis (programmed cell death) in cancer cells. In mouse models, the median survival
of the treated group was extended by 50% compared to untreated controls, alongside a
significant reduction in tumor volume. Importantly, systemic toxicity was low, and no

significant damage was observed in vital organs such as the liver or kidneys.

Background & Context

Glioblastoma is a highly malignant brain tumor with an extremely poor prognosis, even
with current standard treatments (surgery, radiation therapy, and chemotherapy). The
average survival time is merely around 15 months, making the development of effective
new therapies an urgent unmet need. The BBB severely restricts drug delivery to the
brain, posing immense challenges for developing new treatments. This sugar-coated
nanoparticle approach holds the potential to overcome the limitations of existing

therapies by penetrating the BBB and acting specifically on tumor cells.



Strategic Significance & Outlook

The research from Oregon State University could represent a pivotal breakthrough in
glioblastoma treatment. The significant improvement in survival rates and favorable
toxicity profile in mouse models provide strong justification for advancing this
technology to human clinical trials. If successful in clinical development, this approach
could offer a more effective and patient-friendly alternative to existing therapies.
Furthermore, this sugar-coated nanoparticle drug delivery system (DDS) technology
holds promise for application not only in glioblastoma but also in other intractable brain

diseases and cancer types, potentially opening new frontiers in DDS research.

Source: https://www.sciencedaily.com/releases/2026/07/260715083542.htm
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#41 Galmed Develops Cardiac-Targeted LNP
Formulation: Novel Disease-Modifying Therapy for
Cardiac Fibrosis with SCD1 Inhibitor Aramchol

Published Published July 16, 2026 ~ GlobeNewswire via Galmed 1 XZTJL

| overview

Galmed, in collaboration with Barcode Nanotech, has engineered a novel lipid
nanoparticle (LNP) formulation for its SCD1 inhibitor, Aramchol. This innovation
enables precise, heart-targeted delivery, redirecting the drug's biodistribution from
the liver to cardiac muscle. The development marks a significant step towards a
disease-modifying therapy for cardiac fibrosis, addressing a critical unmet need in
cardiovascular medicine with enhanced drug efficacy and minimized systemic side

effects.
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Background

Cardiac fibrosis, characterized by abnormal collagen accumulation in heart tissue, leads
to impaired cardiac function and is a major cause of heart failure. Current therapeutic
strategies largely focus on symptom management, with limited disease-modifying
therapies directly targeting the underlying fibrotic process. Aramchol, an inhibitor of the
stearoyl-CoA desaturase 1 (SCD1) enzyme, has historically been developed for liver
diseases like Non-Alcoholic Steatohepatitis (NASH), where it regulates saturated fatty
acid synthesis. While lipid nanoparticle (LNP) technology has revolutionized gene
therapy and RNA medicine delivery, achieving efficient and safe targeted delivery to
specific organs, particularly the heart, has remained a significant engineering and
biological challenge. This technological hurdle has limited the potential of many
promising drug candidates. Galmed's latest development aims to overcome this barrier,
addressing a critical unmet medical need in cardiovascular disease treatment by enabling

precise drug delivery to cardiac tissue.

Key Findings

Galmed has announced a significant breakthrough in developing a novel lipid
nanoparticle (LNP) formulation for its SCD1 inhibitor, Aramchol. Developed in
collaboration with Barcode Nanotech, this advanced formulation facilitates the specific
and targeted delivery of Aramchol directly to the heart. This technological advancement
demonstrates the potential to precisely redirect Aramchol's biodistribution from liver
hepatocytes to the cardiac muscle, thereby opening new avenues for a disease-

modifying therapeutic approach against cardiac fibrosis.



Technical Details

The newly engineered LNP formulation substantially enhances Aramchol's bioavailability
and selectivity for cardiac tissue. This is achieved through optimized surface
modifications and a meticulously designed lipid composition, which collectively facilitate
targeted cellular uptake in the heart. This targeted delivery mechanism is anticipated to
enable Aramchol to directly engage pathways contributing to cardiac fibrosis, potentially
inhibiting or even reversing fibrotic progression. In contrast to conventional Aramchol
formulations, which primarily concentrate in the liver, this LNP-based approach ensures
sufficient therapeutic concentrations in the heart, aiming to maximize local therapeutic

effects while concurrently minimizing systemic side effects.

Strategic Outlook

The development of Aramchol as a cardiac-targeted LNP formulation represents a
potentially groundbreaking treatment option for patients suffering from cardiac fibrosis.
Should this technology prove effective and safe in forthcoming clinical trials, it is
expected to directly inhibit the progression of cardiac fibrosis—a leading cause of heart
failure—thereby significantly improving patient prognosis and quality of life. Beyond
cardiac fibrosis, the success of this LNP delivery technology is poised to broaden the
applicability of LNPs to a spectrum of other cardiac-related conditions and diverse
disease areas that demand precise, organ-specific drug delivery. Galmed is strategically
positioned to further advance this pioneering technology, aiming to establish new

frontiers in cardiovascular medicine.

Source: https://galmedpharma.investorroom.com/2026-07-16-Galmed-Announces-the-Breakthrough-

Development-of-Novel-LNP-Cardiac-Targeted-Formulation-of-its-SCD1-inhibitor,-Aramchol
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#42 Cytokine Co-Presentation on Targeted Lipid
Nanoparticles Enhances In Vivo T Cell Engineering: IL-7
Co-Presentation Biases Functional mRNA Transfection
Towards Splenic T Cells

Published July 14, 2026  PubMed (bioRxiv)  Unknown

| overview

This research describes an enhanced lipid nanoparticle (LNP) design that co-presents
interleukin-7 (IL-7) with anti-CD3 and anti-CD28 antibodies. This novel LNP
significantly improves particle uptake and transgene expression in primary human T
cells, successfully delivering CAR mRNA to generate functional CAR-expressing T cells
in vivo. Notably, IL-7-conjugated LNPs were shown to bias functional mRNA
transfection toward splenic T cells while reducing hepatic T cell transfection,

representing a promising strategy for T cell-targeted mMRNA LNPs.
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Key Findings

Recent research reports on an improved design for lipid nanoparticles (LNPs) that co-
present the cytokine interleukin-7 (IL-7) along with anti-CD3 and anti-CD28 antibodies.
This novel LNP design dramatically enhances both particle uptake and gene transfection
efficiency in primary human T cells. It successfully delivers chimeric antigen receptor
(CAR) mRNA in vivo to generate functional CAR-expressing T cells, marking a significant

advancement in T cell-targeted mRNA LNP technology.

Technical & Clinical Details

The LNPs developed in this study achieve T cell-specific targeting and activation
simultaneously by co-presenting IL-7, anti-CD3 antibodies, and anti-CD28 antibodies on
their surface. IL-7, a cytokine known to promote T cell survival and proliferation,
enhances the LNP's affinity for T cells and improves intracellular uptake efficiency.
Crucially, the IL-7-conjugated LNPs were found to selectively bias functional mRNA
transfection towards splenic T cells. This is significant as it promotes T cell engineering in
the spleen—a central immune organ—while reducing transfection in hepatic T cells,
potentially minimizing off-target effects. The in vivo generation of CAR-T cells holds the
potential to overcome the complexity, cost, and time constraints associated with

traditional ex vivo CAR-T cell manufacturing processes.

Background & Context

CAR-T cell therapy has revolutionized the treatment of hematological cancers, but its
manufacturing remains complex and costly, limiting patient access. In vivo CAR-T cell
generation is attracting attention as a next-generation approach to address these
challenges, enabling simpler and broader application to various cancer types and
autoimmune diseases. However, technologies for specifically delivering mRNA to T cells
in vivo are still in their nascent stages. This research breaks through this critical
technological barrier by improving LNP design and employing the strategy of cytokine

co-presentation.Strategic Significance & Outlook



This cytokine co-presenting LNP technology holds immense potential for the
development of T cell-targeted mRNA therapeutics. Beyond streamlining in vivo CAR-T
cell generation, it could be applied to other T cell-based immunotherapies and
treatments for autoimmune diseases where modulation of T cell function is required.
Selective delivery to splenic T cells offers a significant advantage in maximizing
therapeutic efficacy while potentially reducing off-target side effects. Further preclinical
and clinical development is anticipated, which could significantly contribute to the

advancement of next-generation T cell immunotherapies and gene therapies.

Source: https://pubmed.ncbi.nim.nih.gov/42442285
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#43 ChemRxiv Unveils Al Workflow for Structure-
Aware Small-Molecule Drug Design: Integrating
Agentic, Explainable, and Generative Al for Design to
Prioritization

Published July 17,2026  ChemRxiv  Unknown

| overview

A preprint on ChemRxiv describes an innovative Al workflow for structure-aware
small-molecule drug design, integrating agentic and explainable machine learning
with generative molecular design. This system automates the generation of new
molecular structures, accurately predicts potency, explains model behavior, and
intelligently guides experimental prioritization for oncology-relevant targets. This
marks a clear paradigm shift from traditional screening approaches to a more target-

driven molecular design methodology.
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Key Findings

A preprint article published on ChemRxiv introduces an innovative Al workflow for
structure-aware small-molecule drug design. This system integrates agentic and
explainable machine learning techniques with generative molecular design to optimize
the entire drug discovery process. Its primary achievements include the automated
generation of novel molecular structures, high-precision prediction of potency against
targets, explanation of the Al model's decision-making processes, and intelligent

guidance for experimental prioritization in oncology-relevant targets.

Technical & Clinical Details

The Al workflow consists of multiple modules. First, generative Al models de novo design
diverse novel molecular structures based on specific desired drug properties and target
protein structural information. Next, agentic Al components predict the physicochemical
properties, pharmacokinetic profiles, and, most critically, the potency of these candidate
molecules against their targets. Furthermore, an explainable Al component provides

"

researchers with the model's “thought process,” explaining why certain molecules were
predicted to be promising and which structural features contribute to their potency. This
allows researchers to deeply understand Al suggestions and adjust experimental plans
based on insights rather than blindly following recommendations. The system was
evaluated against multiple oncology target proteins, demonstrating its ability to identify

promising lead compounds more rapidly and efficiently than conventional methods.

Background & Context

Traditional drug discovery heavily relies on screening vast numbers of compounds, a
process that is often time-consuming, expensive, and associated with low success rates.
The advancement of Al, particularly generative Al, has the potential to fundamentally
shift this paradigm from 'discovery by screening' to 'creation by design.' The integration
of agentic and explainable Al suggests that Al can become a powerful partner
collaborating with human researchers rather than a black box. This is crucial for
managing the complexity of drug discovery and generating breakthroughs that lead to

faster clinical development.



Strategic Significance & Outlook

This Al workflow holds significant potential to dramatically improve the efficiency and
success rates of small-molecule drug discovery. Particularly in areas with high unmet
medical needs, such as oncology, it will enable the identification of effective drug
candidates in significantly shorter timeframes. Future work will focus on further
validating the robustness, versatility, and scalability of this system, with applications
expected across other disease areas. The development of agentic and explainable Al is a
crucial step towards increasing the transparency and trustworthiness of Al drug
discovery, accelerating a future of human-Al collaboration in new drug development. It is
anticipated to play a central role in designing drugs for complex multi-target therapies

and intractable diseases.

Source: https://chemrxiv.org/doi/pdf/10.26434/chemrxiv.15005130

Collected: July 17, 2026 | Automated Research System (Gemini API)


https://chemrxiv.org/doi/pdf/10.26434/chemrxiv.15005130

#44 GZL626, a Novel Molecular Glue Degrader for

Androgen Receptor (AR/AR-V7), Overcomes Resistance
in Advanced Prostate Cancer

Published July 17,2026  bioRxiv  Unknown

st

| overview

A preprint on bioRxiv describes the identification of GZL626, a novel small-molecule
molecular glue degrader that induces proteasome-dependent degradation of both
full-length androgen receptor (AR) and its splice variant AR-V7. GZL626 acts by
binding to the AR N-terminal domain and promoting the formation of a noncanonical
RNF213-UBE2J2-AR ternary complex. This discovery offers a new therapeutic

approach to overcome endocrine therapy resistance in advanced prostate cancer.
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Key Findings

In a recent preprint published on bioRxiv, researchers reported the successful
identification of GZL626, a novel small-molecule molecular glue degrader with the
potential to overcome endocrine therapy resistance in advanced prostate cancer. GZL626
was demonstrated to induce proteasome-dependent degradation of both the full-length
androgen receptor (AR) and its splice variant AR-V7, a major driver of treatment

resistance.

Technical & Clinical Details

GZL626 functions by specifically binding to the N-terminal domain (NTD) of AR,
promoting the formation of a noncanonical ternary complex between AR, the
intracellular ubiquitin E3 ligase RNF213, and the E2 ubiquitin-conjugating enzyme
UBE2J2. This unique interaction leads to the ubiquitination of AR and AR-V7, followed by
their subsequent degradation by the cellular proteasome. Unlike traditional AR inhibitors
or antagonists, GZL626 works by removing the AR protein itself from the cell, thereby
circumventing resistance mechanisms that often emerge with inhibitor-based therapies.
In both in vitro and in vivo models, GZL626 exhibited potent anti-tumor activity in
prostate cancer cell lines and tumor models that had developed resistance to existing

AR-targeted therapies.

Background & Context

Hormone therapy (androgen deprivation therapy) is the cornerstone treatment for
advanced prostate cancer, but many patients eventually acquire resistance and progress
to castration-resistant prostate cancer (CRPC). AR splice variants, such as AR-V7, enable
androgen-independent proliferation and are recognized as key mechanisms of resistance
to existing AR-targeted therapies. Consequently, there has been an urgent need for new
therapeutic strategies capable of effectively degrading the entire AR protein, including
AR-V7. Molecular glue degraders like GZL626 are gaining attention as promising

modalities to address this unmet medical need.



Strategic Significance & Outlook

The discovery of GZL626 holds the potential to revolutionize treatment for advanced
prostate cancer, particularly for endocrine-resistant CRPC. Its ability to effectively
degrade AR-V7 offers a new therapeutic avenue for patients who have exhausted
existing drug options. If further preclinical development and subsequent clinical trials
demonstrating safety and efficacy are successful, GZL626 could become a
groundbreaking drug that significantly alters the prostate cancer treatment landscape.
Furthermore, this research expands the design principles and applicability of molecular
glue degraders, accelerating the development of targeted protein degradation drugs for

other intractable cancers and diseases.
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#45 Phase 2 OPTIMAL-e Study Begins Dosing in
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| overview

The Phase 2 OPTIMAL-e study has commenced dosing patients with metastatic
hormone-sensitive prostate cancer (mMHSPC) to evaluate an adaptive treatment
approach using the investigational PSMA-targeted radioligand therapy, lutetium-177
(177Lu) DOTA-HYNIC-panPSMA (TLX597-Tx). This study aims to improve therapeutic
responses and enable treatment pauses for select patients, advancing personalized

treatment strategies.
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Key Findings

The Phase 2 OPTIMAL-e study has initiated patient dosing in metastatic hormone-
sensitive prostate cancer (mHSPC) to assess an adaptive treatment approach utilizing the
investigational PSMA-targeted radioligand therapy (RLT), Lutetium-177 (177Lu) DOTA-
HYNIC-panPSMA (TLX597-Tx). This research aims to maximize therapeutic efficacy and
minimize patient burden by enabling flexible adjustments to the treatment protocol

based on individual patient responses.

Technical & Clinical Details

TLX597-Tx is a radioligand designed to target PSMA (prostate-specific membrane
antigen), which is overexpressed on the surface of prostate cancer cells, selectively
delivering the beta-emitting radionuclide Lutetium-177 (177Lu) to these cancer cells. The
OPTIMAL-e study explores a strategy of adaptively adjusting the dosage and cycles of
RLT based on patient's PSMA expression levels, imaging diagnostics (e.g., PET/CT), and
blood-based biomarkers (e.g., PSA). This adaptive dosing approach, which deviates from
standardized fixed-dose protocols, aims to achieve optimal therapeutic effects while
avoiding overtreatment and unnecessary side effects. The study will investigate the
possibility of treatment pauses for specific patients showing good response, aiming to

improve quality of life and reduce treatment-related toxicity.

Background & Context

Metastatic hormone-sensitive prostate cancer is often challenging to treat as the disease
progresses, necessitating more effective therapies with fewer side effects. PSMA-
targeted RLT has garnered significant attention recently as a promising treatment for
advanced prostate cancer, but optimizing treatment, particularly through individualized
dosing strategies responsive to each patient, has been a key challenge. The OPTIMAL-e
study addresses this unmet medical need by applying the principles of precision

medicine to RLT, thereby realizing a patient-centric treatment approach.



Strategic Significance & Outlook

The results of the Phase 2 OPTIMAL-e study are crucial for establishing the clinical utility
of PSMA-targeted RLT with TLX597-Tx in mHSPC patients. If this adaptive treatment
approach proves successful, it could be established as a groundbreaking method that
improves treatment outcomes while simultaneously reducing treatment-related side
effects and enhancing patient quality of life. Furthermore, this research will provide
important insights for the development of personalized strategies for radioligand
therapy in other cancer types. If TLX597-Tx receives future approval, it holds the potential

to significantly transform the treatment landscape for mHSPC.

Source: https://www.urologytimes.com/view/study-to-assess-adaptive-dosed-177lu-dota-hynic-
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#46 SGN-CEACAMS5C (PF-08046050) Antibody-Drug
Conjugate Evaluated in Phase 1 Clinical Trial for
Advanced Solid Tumors Including Colorectal Cancer
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| overview

The July 2026 clinical trials roundup highlighted the evaluation of SGN-CEACAMS5C
(PF-08046050), an antibody-drug conjugate (ADC), in a Phase 1 study for adult
patients with advanced solid tumors, including colorectal cancer. This trial aims to
enhance therapeutic efficacy by delivering treatment more directly to cancer cells
with specific targets, potentially reducing toxicity compared to conventional
chemotherapy. This development seeks to offer new treatment options for patients

with refractory solid tumors.
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Key Findings

In the July 2026 clinical trials roundup, significant attention was drawn to the Phase 1
clinical trial evaluating SGN-CEACAMS5C (PF-08046050), an antibody-drug conjugate
(ADC), in adult patients with advanced solid tumors, including colorectal cancer. This
ADC is designed to specifically target tumor-associated antigens, enabling the direct
delivery of potent cytotoxic agents to cancer cells, with the potential to maximize

therapeutic efficacy while minimizing systemic toxicity.

Technical & Clinical Details

SGN-CEACAMS5C (PF-08046050) is an ADC that links a potent small-molecule cytotoxic
payload via a cleavable linker to an antibody targeting Carcinoembryonic Antigen-
related Cell Adhesion Molecule 5 (CEACAMS5). CEACAMS is known to be overexpressed in
various cancer types, including colorectal, non-small cell lung, and gastric cancers. The
Phase 1 trial is assessing the drug's safety, tolerability, pharmacokinetics, and preliminary
anti-tumor activity in patients with advanced solid tumors (including a colorectal cancer
cohort). Compared to conventional chemotherapy, ADCs specifically concentrate the
drug within cancer cells, delivering higher concentrations to the tumor while reducing
systemic side effects. This approach is expected to improve treatment outcomes and

enhance patient quality of life.

Background & Context

Advanced solid tumors, particularly metastatic colorectal cancer, are challenging to treat,
with many patients experiencing insufficient efficacy from existing therapies. In this
context, ADCs have evolved as 'magic bullets' in cancer therapy, with their design and
application rapidly advancing. By combining target specificity with a cytotoxic payload,
ADCs can selectively attack cancer cells and minimize damage to healthy cells. The
development of SGN-CEACAMS5C represents one of the latest advancements in this field,

addressing the unmet medical needs in refractory solid tumors.



Strategic Significance & Outlook

The progression of the Phase 1 clinical trial for SGN-CEACAMS5C (PF-08046050) holds
significant implications for the treatment of advanced solid tumors, including colorectal
cancer. If a favorable safety profile and preliminary efficacy are confirmed, this ADC
could advance to further development stages and potentially become a new standard of
care option for patients in the future. This success would also lend momentum to the
development of other CEACAMS5-targeting ADCs and the broader ADC development
landscape that explores new targets. The evolution of ADCs as precision medicine is
expected to further promote the individualization of cancer treatment and contribute to

improved prognosis for many patients.

Source: https://fightcolorectalcancer.org/july-clinical-trials-2026-roundup/
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| overview

Al, particularly generative Al, is fundamentally transforming drug discovery in 2026 by
accelerating target identification, molecule design, and outcome prediction. Al-driven
platforms computationally screen millions of molecular possibilities, surpassing
traditional screening limitations and opening opportunities for previously
‘'undruggable’ targets. This technology significantly reduces R&D costs, time, and

risks, notably reshaping pipelines in oncology and rare diseases.
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Key Findings

In 2026, Artificial Intelligence (Al), particularly generative Al, is bringing about
revolutionary changes in the field of drug discovery. This technology is dramatically
accelerating target identification, molecule design, and the prediction of clinical
outcomes, leading to substantial reductions in research and development (R&D) costs,
timelines, and risks. Generative Al is transcending the limitations of traditional screening
methods, opening up new opportunities for therapeutics targeting pathways previously

considered 'undruggable.’

Technical & Clinical Details

Al-driven platforms leverage advanced algorithms and machine learning models to
rapidly screen millions of molecular possibilities computationally. This process includes
the ability to de novo design novel molecular structures optimized for specific biological
targets, as exemplified by NVIDIA and AstraZeneca's MegaMoIBART and Insilico
Medicine's use of Al to identify fibrosis treatment candidates. Generative Al allows
researchers to define desired drug properties and design molecules from scratch,
shifting from a traditional trial-and-error approach to a more efficient, target-oriented
design process. This expands the molecular design exploration space, shortens the time
from lead identification to optimization, and enhances the probability of success in

clinical trials.

Background & Context

The conventional drug discovery process is notoriously inefficient, high-risk, and
expensive, typically taking over a decade and costing billions of dollars, with success
rates often in the low single digits. The advent of generative Al offers a powerful solution
to these longstanding challenges. Particularly in areas of high unmet medical need, such
as oncology and rare diseases, Al is reshaping pipelines and accelerating the progression
of innovative drug candidates to the clinic. While generative Al's effectiveness is still
more pronounced in controlled research settings, its practical application is steadily

advancing.



Strategic Significance & Outlook

Generative Al will become an indispensable technology in shaping the future of drug
discovery. Moving forward, Al's role is expected to expand beyond molecular design to
encompass all aspects of drug development, including protein engineering, predictive
toxicology, multi-omics analysis, and clinical trial automation. Al will lower barriers to
drug discovery, accelerate the development of new treatments for more diseases, and
ultimately contribute to delivering innovative medicines to patients more quickly. The era
where humans and Al collaborate to create previously unimaginable molecular designs

and therapeutic strategies is on the horizon.

Source: https://www.worldpharmatoday.com/drug-research/generative-ai-advancing-novel-therapeutic-
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#48 Targeted Protein Degradation (TPD) Evolves
Beyond PROTACs: From Molecular Glues to

Multifunctional Therapeutics, Entering Decisive Clinical
Phase
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| overview

Targeted protein degradation (TPD) is poised for a major clinical breakthrough, with
2026 marking a decisive phase as a diverse pipeline of next-generation degraders,
including molecular glues and degrader-antibody conjugates, approaches regulatory
approval. These advancements, driven by high-throughput screening and
computational modeling, are enabling the targeting of previously 'undruggable'
proteins and expanding TPD's therapeutic scope from oncology to immunology,

neuroscience, and fibrosis. This paradigm shift is opening new frontiers in drug

development.
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Background

Historically, drug discovery has largely concentrated on inhibiting protein function.
However, a significant number of disease-relevant proteins lack suitable binding pockets
for conventional inhibitors, or inhibitors may simply fail to achieve adequate therapeutic
efficacy. Targeted Protein Degradation (TPD) offers a revolutionary paradigm shift to
address these 'undruggable’ targets. The rapid evolution of high-throughput screening
and Al-powered computational modeling has significantly accelerated the discovery and
optimization of novel degrader candidates, vigorously propelling research and

development in this burgeoning field.

Key Findings

The field of Targeted Protein Degradation (TPD) is at a pivotal juncture in 2026, marked
by its evolution beyond first-generation PROTACs (Proteolysis-Targeting Chimeras) to
encompass molecular glue degraders and innovative proximity-inducing therapeutics
like degrader-antibody conjugates (DACs). A robust pipeline of late-stage clinical
programs is rapidly nearing regulatory milestones, underscoring the imminent clinical
translation of these advanced technologies. Concurrent breakthroughs in high-
throughput screening and computational modeling have dramatically broadened the
spectrum of degradable proteins, thereby diversifying TPD applications from oncology

into critical areas such as immunology, neuroscience, and fibrosis.



TPD operates via a revolutionary mechanism that harnesses the cell's endogenous
ubiquitin-proteasome system to precisely degrade disease-implicated proteins.
PROTACsS, as bifunctional molecules, orchestrate the recruitment of a target protein to an
E3 ubiquitin ligase, initiating ubiquitination and subsequent proteolytic degradation.
Molecular glue degraders, conversely, forge new, atypical protein-protein interactions,
which similarly trigger ubiquitination and degradation. Degrader-antibody conjugates
(DACs) represent an extension of the Antibody-Drug Conjugate (ADC) paradigm,
marrying the exquisite specificity of antibodies with the potent degradation machinery of
small molecule degraders to enable cell-type-specific protein degradation. These
profound technological strides are unlocking access to previously ‘'undruggable’ targets
and have demonstrated compelling efficacy in oncology, including hematologic
malignancies, as well as neurodegenerative and autoimmune disorders. A notable
success is Vepdegestrant, the first FDA-approved PROTAC, now authorized for ESR1-

mutated advanced breast cancer.

TPD stands as one of the pharmaceutical industry's most rapidly expanding domains,
with its mounting clinical successes promising a wave of novel therapeutic agents. The
advancement of numerous late-stage clinical programs toward regulatory clearance
strongly suggests that the widespread practical application of TPD technology is
imminent. Looking ahead, sophisticated TPD strategies, including conditional and cell-
type-selective degradation, are anticipated to further refine therapeutic precision across
a broad spectrum of diseases. This accelerating technological progress is not only
expanding the frontiers of drug development but also offering renewed hope to patients

grappling with previously intractable conditions.
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#49 Antibody-Drug Conjugates (ADCs) Evolve to
Standard of Care in Solid Tumor Treatment: 12
Approved, 300 in Development, Focusing on Patient
Wellness and Dual-Payload Strategies
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| overview

Antibody-drug conjugates (ADCs) have dramatically evolved from ‘magic bullets' to a
standard of care in cancer treatment, with 12 ADCs approved globally and over 300 in
clinical development. This evolution enhances chemotherapy effectiveness by
precisely delivering cytotoxic payloads to cancer cells while reducing systemic toxicity.
Future efforts will focus on developing 'gentler' therapies with fewer burdensome side
effects like interstitial lung disease or neutropenia, alongside improving linker
technologies, tumor-selective delivery, and dual-payload strategies, emphasizing

patient 'wellness.'
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Key Findings

Antibody-drug conjugates (ADCs) have undergone a dramatic transformation, evolving
from a niche 'magic bullet' to a established standard of care in cancer therapy. Currently,
12 ADCs are globally approved, with over 300 more in various stages of clinical
development. This technology significantly enhances the efficacy of chemotherapy by
precisely delivering cytotoxic payloads to cancer cells, thereby minimizing systemic
toxicity. Moving forward, the focus is shifting beyond maximizing therapeutic effect to
developing 'gentler' therapies that reduce burdensome side effects such as interstitial

lung disease and neutropenia, with a strong emphasis on improving patient 'wellness.’

Technical & Clinical Details

ADCs are composed of an antibody that specifically targets antigens overexpressed on
cancer cell surfaces, a potent cytotoxic payload (drug), and a linker that covalently
connects the two. The antibody recognizes cancer cells and concentrates the ADC at the
tumor site. Upon internalization into the cancer cell, the linker is cleaved, releasing the
payload to kill the cancer cell. This targeted delivery system significantly reduces damage
to healthy tissues compared to conventional chemotherapy. Recent advancements
include further improvements in linker technologies, optimization of tumor-selective
delivery mechanisms, and the development of dual-payload strategies combining
different therapeutic modalities. For instance, in biliary tract cancers, bispecific ADCs
targeting HER3 and EGFR have shown promising results in early development. These
enhancements aim to improve response rates and mitigate specific side effects like

interstitial lung disease and neutropenia.



Background & Context

Cancer treatment is increasingly shifting towards personalized approaches driven by
advances in precision medicine. ADCs have provided new therapeutic options for a
variety of cancer types, particularly solid tumors, by combining the benefits of targeted
therapy and chemotherapy. Since the approval of the first ADC, continuous technological
breakthroughs have occurred, including payload diversification, enhanced linker stability,
and antibody optimization. At major conferences like the BIO International Convention
2026, experts have underscored the necessity of considering patient quality of life (QOL)
—or 'wellness' — as a critical evaluation factor for ADCs, especially as they move into

earlier lines of treatment.

Strategic Significance & Outlook

ADCs are becoming an indispensable component of the cancer treatment landscape, and
their development is expected to accelerate further. Continued innovation in linker,
payload, and antibody combinations will likely lead to the emergence of even safer and
more effective next-generation ADCs. New formats such as bispecific ADCs and
degrader-antibody conjugates (DACs) are also gaining attention, potentially offering
effective solutions for cancer types that have been challenging to treat or that show
resistance to existing therapies. The focus on patient wellness will continue to shape the
direction of ADC development, paving the way for a future where cancer patients can

achieve better treatment outcomes and a higher quality of life.

Source: https://binaytara.org/cancernews/article/antibody-drug-conjugates-in-solid-tumors-from-magic-
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