Drug Delivery/DDS

Weekly Intelligence Report Al Drug Discovery

2026-06-28 | 21 articles | 4 countries Accelerating R&D, streamlining trials

troy-technical.jp

21 4 12 62

articles countries % %

Total Articles Analyzed Source Countries Oral GLP-1 Weight Loss CEOs Expect Funding Rise

I All 21 Articles This Week — 5-Axis Evaluation Matrix

How to read columns — Tech Novelty: degree of breakthrough Market Proximity: closeness to commercialization Market Impact:
industry-wide effect Data Reliability: quantitative data & peer review US/EU Relevance: direct impact on US/European companies & supply
chains

. X Tech Market Market Data US/EU
# Article Titl T
. cle Title Novelty Proximity Impact Reliability Relevance SHIIRELR

Novel oral GLP-1 aleniglipron achieved 12%

Oral GLP-1 New (X X X J [ X X X J o000 [ X X X J
#01 L © weight loss in Phase II, poised to transform
Aleniglipron Product ° ° )
obesity treatment.
FDA approved breakthrough therapies for TNBC
FDA Greenlights New (XXX ] 0000 (XX X J (XX X} pp_ ) d . p .
#02 (ADC), first-in-class hypertriglyceridemia drug,
TNBC Product [ ) [ [ ] .
and new breast cancer regimen.
FDA approved 24 drugs in May 2026, including
FDA Approves 24 Market [ X X X ] [ X X X ] (X X X J (X X X ]
#03 L AbbVie's Decnupaz ADC and Shionogi's Xocova
Drugs Overview Y ° ° .
oral COVID-19 prophylactic.
. . ClinicalTrials.gov completed platform migration,
ClinicalTrials.gov Platform @ @ (X X X ] (X X X ) (X X X ] .
#04 enhancing data access and transparency for
Update Update [ [
global research.
. HHS launched cross-agency initiative to restore
HHS US Trial Corporat oo ccee XX 2amne geney .
#05 . e US clinical trial leadership, leveraging AI/ML for
Leadership ) [ ] .
Strategy safety and efficiency.

Innovative strategies like RMT, liposomes,

. (XXX (X ) (XX X ) (X ) ®®0®60® exosomes, and focused ultrasound are breaking
#06 BBB Drug Delivery Research ) . .
) the blood-brain barrier for neurological drug
delivery.
Al-Designed Drugs in OO aC 0O0C SO0 Multiple Al-designed drug candidates from Vertex
#07 Trials J g Research ° Al Search advanced to Phase 1/2 clinical trials,
accelerating drug discovery.
Corporat Pfizer's Seagen-acquired ADC, sigvotatug vedotin,
( X J (X X X J [ X X X J (X X X J (X X X J
#08  Pfizer ADC Fails e ~ failed its Phase 3 trial for advanced lung cancer, a
Strategy significant setback.
Corporat HHS unveiled a strategy to accelerate US drug
HHS US Dru (X} (X}
#09 X 9 e eecee ecee discovery and stem the shift of clinical trials to
Discovery ([ ] . . .
Strategy China, with new pilot programs.
) Novartis' acquired RNA therapeutic del-brax
Novartis RNA New (X X X J (X X X ] [ X X X ] . .
#10 . § achieved Phase 1/2 success for muscle-wasting
Therapeutic Product P ) o€ )
diseases, validating AOC modality.
BMS revealed promising clinical data for
BMS Blood Cancer New (X X X J [ X X X J (X X X J (X X X J . . . .
#11 mezigdomide, a next-gen protein degradation
Therapy Product P ' ! 107
inducer for blood cancers, succeeding Revlimid.
MAIA Biotechnology completed global enroliment
. Clinical ecoe PP gy : p- : g
#12 MAIA NSCLC Trial Trial ~ for Phase 2 ateganosine trial in refractory NSCLC,
Update targeting telomeres and immune activation.

Drug Delivery/DDS Weekly Intelligence Report | 2026-06-28 | Page 1



. X Tech Market Market Data US/EU
# Article Title Type . - Summar
.- LI ] e FELEIRY Relevance

#13

#14

#15

#16

#17

#18

#19

#20

#21

RQ Bio Flu Antibody

Biogen R&D; Cuts

Antares/Novartis
Deal

Biotech Funding
Rebound

Bayer/Iambic AL
Drug

Elixirgen/Nippon
DMD

Otsuka ADHD
Therapy

BI/Immunai Al
T-Cell

Ionis Rare Disease
Pact

High

Corporat

R [ X X X J o0
Strategy
Corporat e000
e
Strategy C
Corl t
O'Zora eoee oo
Strategy
Market
Overview
Corporat eoo0 oo
e
Strategy
Ci t
orpora oo
e
Strategy
New ( X ] (XX X ]
Product
Corzorat 000 P
Strategy
Corporat oo PRpapaps
e
Strategy ®
Med-High e ® Med

RQ Bio secured $115M to fast-track RQBO1, a
long-acting antibody for full-season flu prevention
in vulnerable patients.

Biogen halts most Apellis R&D; and lays off staff
post-acquisition, focusing on commercializing
Empaveli and Syfovre.

Antares and Novartis partnered for a $1.9B deal
to discover first-in-class small molecule therapies
for 'undruggable' cancer targets.

Biotech CEOs anticipate a significant funding
rebound by late 2026, driven by IPOs and M&A;,
and expect streamlined FDA processes.

Bayer partnered with Iambic Therapeutics to use
Al platforms Enchant and NeuralPLexer for small
molecule drug discovery, targeting undruggable
targets.

Elixirgen Therapeutics and Nippon Shinyaku
formed an alliance for EXG-7001, a next-gen
Duchenne Muscular Dystrophy therapy.

Otsuka's ADHD therapy showed positive Phase 3b
results, poised for FDA approval, offering a new
treatment option.

Boehringer Ingelheim invested $15M in
Immunai's Al platform to unlock T-cell secrets for
cancer and autoimmune drug discovery.

Tonis secured a $30M upfront payment from
Recordati for ex-US rare disease rights,
accelerating global ASO reach.

Low | Yellow highlight = featured article
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I Three Questions That Demand Your Decision This Week

@ Is your obesity drug pipeline obsolete?

The emergence of oral GLP-1 receptor agonists like Aleniglipron (#01) with 12% weight loss in Phase II
threatens the dominance of injectable therapies. Does your R&D; strategy account for this paradigm shift and
potential market disruption?

® How are you leveraging Al to accelerate drug discovery?

Al-designed drug candidates are now entering Phase 1/2 trials (#07), and major pharma are forming Al
partnerships (#17, #20). Are you investing sufficiently in AI/ML to maintain competitive R&D; timelines and
discover novel targets?

© Is your clinical trial strategy optimized for US incentives?

HHS initiatives aim to restore US clinical trial leadership and stem the shift to China (#05, #09). Are you
actively engaging with these new programs and leveraging modernized platforms like ClinicalTrials.gov (#04)
to accelerate your pipeline?

I Opportunities vs. Threats for US/European Companies

Opportunity vs. Threat Matrix for US/European Companies
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® OralGLP1 Critical New market access Injectable obsolescence
® FDAAppr Opp. New market entry Increased comp.
® US_R&D; Opp. Faster trials China shift
® BBB_DDS Opp. Untapped market Complex R&D;
® AI_Drug Critical Accelerate R&D; Investment gap
® ADC_Fail Threat — Pipeline setback
® TPD_BMS Opp. Next-gen therapy Patent expiry
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® Funding Ref. Market stability Sustained caution
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I Deep Dive @ — Oral GLP-1 Poised to Reshape Obesity Market

#01 | 2026/06/26 | Health and Me / Northwestern University | Tech Novelty® ® ® ® O Proximity® @ ® OO Market
Impact® @ ® ® ® Data Reliability® ® ® ® O US/EU Relevancco @ @ ® ®

Aleniglipron, a novel oral GLP-1 receptor agonist, demonstrated an impressive 12% body weight reduction
over 36 weeks in Phase II trials. This small molecule's oral bioavailability offers a significant breakthrough
over existing injectable GLP-1 medications, promising enhanced patient convenience and adherence.

With a favorable safety profile, predominantly mild GI side effects, aleniglipron's progression to Phase III
trials is supported. Its small molecule nature suggests potential economic advantages, including lower

manufacturing costs and easier distribution compared to biologics.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: The 12% weight loss is a strong indicator, and oral delivery is a
game-changer for patient adherence, making these numbers realistic. Technical barriers
include successful Phase III completion, optimizing manufacturing scale-up for a small
molecule, and navigating competitive pricing against established biologics. [Opportunity] for
US/EU firms to capture a massive, underserved market segment with a more accessible
therapy. [Threat] for existing injectable GLP-1 manufacturers (e.g., Novo Nordisk, Eli Lilly)
facing significant disruption and potential market share erosion. Next actions: [R&D;] Initiate
internal projects or scout for small molecule GLP-1 mimetics. [Strategy] Re-evaluate long-term
market forecasts for obesity drugs. [Business Dev] Explore M&A; or licensing opportunities in
oral GLP-1 space by Q4 2026.

I Deep Dive @ — AI-Designed Drugs Enter Human Clinical Trials

#07 | 2026/06/18 | Vertex Al Search (Pharmalournalist) | Tech Novelty® ® ® ® O Proximity ® @ OOO Market

Impact® @ ® ® O Data Reliability® ® ® OO US/EU Relevancco @ @ ® @

Multiple Al-designed drug candidates, developed using Vertex Al Search, have advanced to Phase 1 and 2
clinical trials. This milestone firmly establishes Al as a pivotal force in pharmaceutical R&D;, promising to
significantly shorten early-stage research periods from years to months.

Al systems analyze vast biological datasets to identify novel drug targets and design compounds with high
affinity, dramatically streamlining candidate selection. This acceleration is expected to cut R&D; costs and
speed up delivery of new therapeutics to patients.
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» Strategic Analyst's Perspective

Strategic Analyst's Perspective: The progression of AI-designed drugs into human trials is a
significant validation, though clinical success rates remain low for all drugs. The published
claims of shortening R&D; from years to months are ambitious but directionally realistic for
early stages. Technical barriers include validating AI models in diverse biological contexts,
ensuring data quality, and addressing regulatory frameworks for AI-generated IP.
[Opportunity] for US/EU pharma to dramatically accelerate drug discovery, reduce R&D; costs,
and unlock previously 'undruggable' targets. [Threat] for companies not investing in Al, risking
being outpaced in pipeline development and innovation. Next actions: [R&D;] Establish
dedicated Al drug discovery teams and pilot advanced AI platforms by Q3 2026. [Strategy]
Develop IP strategies for Al-generated molecules. [Executive] Evaluate strategic partnerships
with AI biotech firms by year-end.
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I Deep Dive ® — FDA Approvals for TNBC, Hypertriglyceridemia

#02 | 2026/06/24 | FDA | Tech Novelty® @ ® OO Proximity® ® ® ® ® Market Impact® ® ® ® O Data Reliabilityoe @ ®@ ® ®
US/EU Relevancco o ® ® @

The FDA granted pivotal approvals for several new therapeutic options, including sacituzumab govitecan-hziy
(ADC) for first-line triple-negative breast cancer (TNBC) as monotherapy and in combination with
pembrolizumab.

Additionally, the first-ever therapy to reduce acute pancreatitis risk in severe hypertriglyceridemia and a new
maintenance regimen for HR-positive, HER2-positive metastatic breast cancer were approved, addressing

high unmet medical needs.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: FDA approvals are concrete and immediately impactful. The
published information is highly reliable. Technical barriers are now primarily market access,
reimbursement, and competitive positioning against existing and pipeline therapies.
[Opportunity] for US/EU OEMs & device manufacturers to expand product portfolios and
address critical unmet medical needs, particularly in aggressive cancers and metabolic
diseases. [Threat] for existing market players who may face increased competition and
pressure on their current standard-of-care treatments. Next actions: [Business Dev] Evaluate
licensing/acquisition targets in these newly approved therapeutic areas by end of Q3 2026.
[Sales/Marketing] Develop rapid market penetration strategies for new therapies. [R&D; ]
Benchmark pipeline candidates against these new standards of care immediately.

I Other Notable Articles

#03 FDA Greenlights 24 Drugs in May 2026 (BioWorld)
Tech Novelty® @ ® OO Proximity® @ ® ® ® Market Impact®e @ @ @ O

Broad FDA approvals, including AbbVie's ADC and Shionogi's oral COVID-19 drug, signal a robust market for

new therapies.

#11 BMS Reveals Promising Clinical Data for Next-Gen Blood Cancer Therapy Mezigdomide (BioPharma Dive)
Tech Novelty® ® ® ® O Proximity® @ ® OO Market Impacte @ @ @ O

BMS's next-gen protein degrader mezigdomide shows promise, poised to succeed the blockbuster Revlimid in

blood cancer treatment.

#06 Pioneering Strategies Break Blood-Brain Barrier, Unlocking Neurological Drug Delivery Innovation (Pharmaceutical Conferences 2026)
Tech Novelty® ® ® ® O Proximity® @ OOO Market Impacte @ ®@ ® ®

New BBB delivery methods (exosomes, FUS) could revolutionize neurological disease treatment, opening a

multi-trillion yen market.

#08 Major Setback: Pfizer's Seagen-Acquired ADC Fails Phase 3 in Advanced Lung Cancer (BioPharma Dive)
Tech Novelty® ® OOO Proximity® @ @ ® O Market Impacte ® @ @ O

Pfizer's ADC failure highlights the high risks in oncology R&D; and the importance of precise target selection

in ADC development.

#10 Novartis' Acquired RNA Therapeutic del-brax Achieves Phase 1/2 Success for Muscle-Wasting Diseases (BioPharma Dive)
Tech Novelty® ® ® ® O Proximity® @ ® OO Market Impact®e @ @ OO

Novartis' RNA therapeutic del-brax shows promise in Phase 1/2 for muscle-wasting diseases, validating
next-gen AOC technology.
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I Recommended Actions This Week

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

I Immediate (this week)

¢ [R&D;] Review internal obesity pipeline for small molecule GLP-1 mimetics and assess competitive
threat from oral therapies (#01).

e [Strategy] Analyze newly approved FDA therapies for TNBC, hypertriglyceridemia, and breast cancer
to identify immediate market entry points or competitive responses (#02, #03).

e [Procurement] Assess potential supply chain impacts from new drug approvals and shifts in treatment
paradigms.

| Short-term (1 month)

¢ [R&D;] Initiate pilot projects or form partnerships to evaluate AI/ML platforms for accelerating drug
discovery and target identification, especially for 'undruggable' targets (#07, #17, #20).

e [Strategy] Evaluate the implications of Pfizer's ADC failure (#08) on internal ADC programs, focusing
on target selection and trial design robustness.

¢ [Executive] Engage with HHS initiatives to understand incentives for conducting clinical trials in the US
and streamline regulatory processes (#05, #09).

| Medium-long term (quarter+)

e [R&D;] Invest in advanced drug delivery systems, particularly for overcoming the blood-brain barrier,
to unlock new neurological therapeutic opportunities (#06).

¢ [Legal/IP] Develop comprehensive IP strategies for Al-generated drug candidates and novel
therapeutic modalities like protein degraders and RNA therapeutics (#07, #11, #10).

¢ [Business Dev] Monitor biotech funding trends (#16) and explore strategic M&A; or licensing
opportunities to acquire innovative technologies or pipeline assets.

troy-technical.jp/en | Original curation. Article copyrights belong to respective authors. | Gemini API + Claude | 2026-06-28

Drug Delivery/DDS Weekly Intelligence Report | 2026-06-28 | Page 8



DrugDiscovery_DDS — Selected
Articles

Date: 2026-06-28

Articles: 21



I Table of Contents

#01 Oral GLP-1 Aleniglipron Achieves 12% Weight Loss in Phase II, Poised to Transform
Obesity Treatment

#02 FDA Greenlights Breakthrough TNBC Therapies, First-in-Class Hypertriglyceridemia
Drug, and New Breast Cancer Maintenance Regimen

#03 FDA Greenlights 24 Drugs in May 2026, Featuring AbbVie's Decnupaz ADC and
Shionogi's Xocova COVID-19 Oral

#04 ClinicalTrials.gov Completes Modern Platform Migration, Dramatically Elevating Clinical
Trial Data Access and Transparency

#05 HHS Launches Cross-Agency Initiative to Restore US Clinical Trial Leadership, Leveraging
AI/ML for Enhanced Safety & Efficiency

#06 Pioneering Strategies Break Blood-Brain Barrier, Unlocking Neurological Drug Delivery
Innovation

#07 Vertex Al-Designed Candidates Hit Phase 1/2 Trials, Accelerating AI-Driven Drug
Discovery

#08 Major Setback: Pfizer's Seagen-Acquired ADC Fails Phase 3 in Advanced Lung Cancer
#09 HHS Unveils Strategy to Accelerate US Drug Discovery, Stemming Clinical Trial Shift to
China

#10 Novartis' Acquired RNA Therapeutic del-brax Achieves Phase 1/2 Success for Muscle-
Wasting Diseases

#11 BMS Reveals Promising Clinical Data for Next-Gen Blood Cancer Therapy Mezigdomide
#12 MAIA Biotechnology Completes Global Enroliment for Phase 2 Ateganosine Trial in
Refractory NSCLC

#13 RQ Bio Secures $115M to Fast-Track Long-Acting Antibody RQBO01, Revolutionizing Flu
Prevention for Vulnerable Patients

#14 Biogen Pivots Post-Apellis Acquisition: Halts Most R&D, Concentrates on Commercial
Assets

#15 Antares and Novartis Forge $1.9B Deal to Tackle 'Undruggable' Cancer Targets with
Small Molecules

#16 Biotech CEOs Anticipate Funding Rebound by Late 2026, Pin Hopes on FDA for

Streamlined Drug Development

#17 Bayer and Iambic Therapeutics Partner to Drive Small Molecule Drug Discovery with Al
Platform



#18 Elixirgen Therapeutics and Nippon Shinyaku Forge Alliance for Next-Gen DMD Therapy
EXG-7001

#19 Otsuka's ADHD Therapy Poised for FDA Approval Following Successful Phase 3b Clinical
Trial

#20 Boehringer Ingelheim Fuels Immunai's Al with $15M to Unlock T-Cell Secrets for Cancer,

Autoimmune Drug Discovery

#21 Ionis Forges $30M Ex-US Rare Disease Pact with Recordati, Accelerating Global ASO
Reach



#01 Oral GLP-1 Aleniglipron Achieves 12% Weight Loss

in Phase Il, Poised to Transform Obesity Treatment

Published June 26, 2026  Health and Me / Northwestern University ~ USA
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| overview

The novel oral GLP-1 receptor agonist, aleniglipron, demonstrated an impressive
average 12% body weight reduction over 36 weeks in obese or overweight patients
during a Phase Il clinical trial. This small molecule's oral bioavailability presents a
significant breakthrough over existing injectable GLP-1 medications, promising
enhanced patient convenience and adherence. With a favorable safety profile,
predominantly reporting mild to moderate gastrointestinal side effects, aleniglipron's
progression to Phase lll trials is supported, positioning it to potentially reshape the

obesity treatment landscape and expand access to effective therapies.



| N DEPTH

Background

Obesity constitutes a rapidly escalating global health crisis, significantly elevating the risk
for severe comorbidities such as cardiovascular disease, type 2 diabetes, and certain
cancers. In recent years, injectable GLP-1 receptor agonists, including well-known drugs
like Ozempic and Wegovy, have achieved remarkable success in promoting weight loss.
However, their injectable administration route and often high costs can pose substantial
barriers to broad patient access and adherence. The development of orally administered
GLP-1 medications seeks to overcome these challenges by offering a more convenient

and potentially more accessible treatment option.

Key Findings

In a groundbreaking Phase Il clinical trial, the novel oral GLP-1 receptor agonist,
aleniglipron, delivered an average 12% reduction in body weight over a 36-week
treatment period for adult patients with obesity or who were overweight. This represents
a pivotal advancement in obesity pharmacotherapy, presenting a potentially more
accessible and less burdensome alternative to existing injectable GLP-1 therapies. As a
small molecule compound, aleniglipron mimics the actions of glucagon-like peptide-1
(GLP-1), an incretin hormone crucial for appetite regulation and blood glucose control.
Participants in the Phase Il trial experienced this significant 12% average weight
reduction. Researchers primarily observed mild to moderate gastrointestinal side effects,
such as nausea and diarrhea, but the drug demonstrated overall good tolerability and a
favorable safety profile. These compelling results strongly support aleniglipron's
progression into Phase Ill clinical trials, where researchers will further validate its efficacy

and safety in larger, more diverse patient populations.



Significance & Outlook

The advancement of aleniglipron to Phase Ill clinical trials promises to intensify
competition within the obesity treatment market, ultimately expanding the range of
available options for patients. The inherent convenience of an oral medication is
expected to significantly improve patient compliance, especially in long-term treatment
regimens, leading to more sustained and effective weight management outcomes.
Furthermore, researchers will explore aleniglipron's potential for synergistic weight loss
and metabolic improvements in future combination therapies with other agents. Should
it succeed, aleniglipron could secure a significant position in the GLP-1 drug market,
playing a crucial role in addressing the global obesity pandemic. Its small molecule
nature also suggests potential economic advantages, including lower manufacturing

costs and easier distribution compared to biologics.

Source: https://www.healthandme.com/health-wellness/new-oral-glp-1-pill-delivers-major-weight-loss-

in-just-36-weeks-article-154757963
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#02 FDA Greenlights Breakthrough TNBC Therapies,
First-in-Class Hypertriglyceridemia Drug, and New
Breast Cancer Maintenance Regimen

Published June 24, 2026 FDA USA

| overview

On June 24, 2026, the U.S. FDA announced pivotal approvals across several cancer
and metabolic disease indications, introducing significant new therapeutic options.
These include a breakthrough for triple-negative breast cancer (TNBC) with the
antibody-drug conjugate sacituzumab govitecan-hziy, approved as both
monotherapy and in combination with pembrolizumab for first-line treatment,
demonstrating improved response rates and progression-free survival in previous
trials. The agency also greenlit the first-ever therapy to reduce acute pancreatitis risk
in adults with severe hypertriglyceridemia and a new maintenance regimen for HR-
positive, HER2-positive metastatic breast cancer, substantially broadening treatment

choices for patients in areas of high unmet medical need.



| N DEPTH

Background

On June 24, 2026, the U.S. Food and Drug Administration (FDA) announced significant
approvals for multiple oncology and metabolic disease treatments. These decisions
reflect the ongoing advancements in personalized medicine and targeted therapies,
especially within the pharmaceutical industry’s active investment in innovative drug
discovery. The approvals for triple-negative breast cancer (TNBC) therapies, particularly
antibody-drug conjugates (ADCs) and immunotherapies, represent a groundbreaking
approach to highly refractory cancers. Furthermore, the first-in-class approval for severe
hypertriglyceridemia addresses a critical unmet need in preventive medicine and chronic
disease management, while new breast cancer regimens aim for more effective and

sustained treatment outcomes by combining multiple targets.

Key Findings

First-Line Treatment for Triple-Negative Breast Cancer (TNBC)

The FDA granted approval for sacituzumab govitecan-hziy, an antibody-drug conjugate
(ADCQ), for the first-line treatment of triple-negative breast cancer (TNBC). This approval
encompasses both monotherapy and combination therapy with the immune checkpoint
inhibitor pembrolizumab (Keytruda). Sacituzumab govitecan-hziy combines an antibody
specifically targeting cancer cells with a potent anticancer agent, delivering precise
therapeutic action. Given that TNBC is an aggressive disease with limited treatment
options and a poor prognosis, this approval marks a substantial advancement for
patients. Previous trials demonstrated improved objective response rates and extended
progression-free survival, positioning this regimen as a potential new standard of care

for challenging TNBC cases.

Novel Therapy for Severe Hypertriglyceridemia

A first-of-its-kind therapy received FDA approval to reduce the risk of acute pancreatitis
in adult patients with severe hypertriglyceridemia. This addresses a previously unmet
medical need for a serious complication caused by elevated triglyceride levels. The
treatment directly acts on lipid metabolism, effectively lowering triglyceride levels and
consequently mitigating patients' health risks. While the specific drug name was not
disclosed at the time of the announcement, its novel mechanism of action is expected to

introduce a new paradigm in managing this condition.



Maintenance Therapy for HR+/HER2+ Metastatic Breast Cancer

The FDA also approved a combination regimen for the maintenance treatment of HR-
positive, HER2-positive metastatic breast cancer. This regimen includes the CDK4/6
inhibitor palbociclib (Ibrance), the HER2-targeted antibody trastuzumab (Herceptin) (with
or without pertuzumab), and endocrine therapy. This new maintenance approach aims to
achieve more sustained disease control and prolonged overall survival for patients with
this specific subtype of metastatic breast cancer. For individuals whose disease
progression is often unavoidable with existing therapies, this new regimen offers the

potential to maintain treatment efficacy and enhance quality of life.

Significance & Outlook

The introduction of these newly approved therapies holds the potential to significantly
improve patient outcomes and reshape treatment guidelines across their respective
disease areas. TNBC patients will gain access to more effective first-line treatment
options, while individuals with severe hypertriglyceridemia can anticipate reduced risks
of severe complications like acute pancreatitis. Furthermore, patients with HR-positive,
HER2-positive metastatic breast cancer can now expect longer-term disease control.
These approvals not only represent significant commercial successes for the involved
pharmaceutical companies but also serve as crucial milestones that will influence the

direction of future research and development in oncology and metabolic disorders.

Source: https://www.fda.gov/drugs/news-events-human-drugs/whats-new-related-drugs

Collected: June 28, 2026 | Automated Research System (Gemini API)
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#03 FDA Greenlights 24 Drugs in May 2026, Featuring
AbbVie's Decnupaz ADC and Shionogi's Xocova COVID-

19 Oral

Published June 23, 2026 BioWorld USA
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| overview

The U.S. FDA approved 24 drugs in May 2026, marking the highest number of
approvals in a single month this year, with eight being novel molecular entities
(NMEs). This surge includes AbbVie's CD123-targeting antibody-drug conjugate
(ADC) Decnupaz (pivekimab sunirine) and Shionogi's oral COVID-19 post-exposure
prophylactic, Xocova (ensitrelvir). These significant approvals are set to provide new
treatment options for cancer and infectious diseases, offering substantial real-world

impact for patients and the pharmaceutical market.



| N DEPTH

Background

The U.S. Food and Drug Administration (FDA) approvals serve as a critical barometer for
innovation within the pharmaceutical industry. May 2026 witnessed a significant surge in
drug authorizations, reflecting the biopharmaceutical sector's robust research and
development pipeline and its ongoing commitment to addressing diverse unmet medical
needs globally. This active period underscores the industry's capacity to deliver
groundbreaking therapies across various domains, including oncology, infectious

diseases, and rare disorders.

Key Findings

In May 2026, the FDA approved a total of 24 pharmaceutical products, marking the
highest number of monthly approvals for the year. This accelerated pace highlights a
healthy ecosystem for drug discovery and development. Among these approvals, eight
were Novel Molecular Entities (NMEs), representing entirely new mechanisms of action
or chemical structures with the potential to significantly reshape existing treatment

paradigms. Two particularly notable approvals include:

Decnupaz (pivekimab sunirine) - AbbVie: The FDA approved this CD123-targeting
antibody-drug conjugate (ADC). CD123 is a protein frequently overexpressed on the
surface of acute myeloid leukemia (AML) cells and other hematologic malignancies.
Decnupaz leverages ADC technology to deliver a potent cytotoxic agent directly to
cancer cells, minimizing systemic toxicity while maximizing anti-tumor efficacy. This
approval represents a significant advancement in targeted therapies for blood cancers,

offering new hope for patients with challenging prognoses.

Xocova (ensitrelvir) - Shionogi Pharma: This oral medication received approval as a
post-exposure prophylactic for COVID-19. Xocova functions by inhibiting key enzymes
essential for viral replication, thereby suppressing viral proliferation. While many existing
COVID-19 treatments focus on preventing severe disease post-symptom onset, Xocova's
approval for post-exposure prevention is crucial. It is expected to play a vital role in
curbing infection spread, particularly within high-risk populations, and represents a
critical public health tool during the ongoing transition from pandemic to endemic

management.



Significance & Outlook

The market introduction of these newly approved drugs will significantly expand
therapeutic options for patients and contribute to improved disease management.
Decnupaz holds the potential to enhance prognoses for patients suffering from
refractory hematologic cancers. Similarly, Xocova is poised to further mitigate the public
health threat posed by COVID-19 through its proactive preventive action. The overall
trajectory of FDA approvals, especially this concentrated activity in May 2026, distinctly
showcases the pharmaceutical industry's dynamism. It reflects progress in personalized
medicine, a balanced innovation approach encompassing both biologics and small
molecules, and a sustained response to global health challenges. The scientific and
medical communities will closely monitor the clinical impact, adoption rates, and patient

outcome data associated with these pivotal approvals.

Source: https://www.bioworld.com/articles/732067-us-fda-approves-24-drugs-in-may-in-busiest-month-

of-2026

Collected: June 28, 2026 | Automated Research System (Gemini API)
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#04 ClinicalTrials.gov Completes Modern Platform

Migration, Dramatically Elevating Clinical Trial Data
Access and Transparency

Published June 23, 2026  ClinicalTrials.gov  USA

| overview

ClinicalTrials.gov has successfully transitioned to a modernized Protocol Registration
and Results System (PRS) platform, significantly enhancing the accessibility and

transparency of clinical trial information for a global audience. This strategic upgrade
aims to empower researchers, healthcare professionals, patients, and the public with
easier access to critical data, improving user experience and information clarity. With
an updated FAQ published on June 25, 2026, and a demonstration video released on
June 9, 2026, the new platform is poised to strengthen clinical research transparency

and accelerate the sharing of research outcomes worldwide.
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Background

Clinical trial transparency is paramount for ensuring the reliability and ethical integrity of
pharmaceutical development and medical research worldwide. As the leading global
registry for clinical trial information, ClinicalTrials.gov plays a critical role in promoting
public trust and accelerating scientific discovery. The necessity for robust and accessible
trial data has grown significantly, particularly following the COVID-19 pandemic, which
underscored the importance of rapid and comprehensive data sharing for public health
emergencies. Modernizing platforms like ClinicalTrials.gov is essential to prevent research
misconduct, minimize redundant studies, and ultimately expedite the development of
new therapies. This evolution also provides investors and researchers with quicker, more
transparent access to data, enabling informed decision-making and a clearer

understanding of research trends.

Key Findings

ClinicalTrials.gov has successfully completed a comprehensive migration to its
modernized Protocol Registration and Results System (PRS) platform, marking a
significant milestone in enhancing the accessibility and transparency of clinical trial
information. This upgrade streamlines the entire process of registering, managing, and
publishing clinical trial data, benefitting researchers, sponsors, and the general public.
The new system features a more intuitive user interface and significantly enhanced
search functionalities, empowering users to locate necessary information with greater
speed and accuracy. Furthermore, optimized data entry procedures considerably reduce
the administrative burden on trial sponsors and researchers, facilitating compliance with
regulatory requirements. To support a smooth transition, ClinicalTrials.gov updated its
new platform FAQ on June 25, 2026, addressing common user queries, and released a
dedicated demonstration video page on June 9, 2026, offering visual guidance on

utilizing the new features effectively.



Significance & Outlook

The transition to the modernized PRS platform positions ClinicalTrials.gov as an even
more invaluable resource for the global clinical research community. This upgrade
empowers researchers, healthcare professionals, policymakers, and patients with an
enhanced ability to access and leverage the most current clinical trial data. Such
improved access is expected to significantly accelerate the journey from scientific
discovery to clinical application, thereby contributing directly to the faster development
and widespread dissemination of innovative new therapies. Looking ahead,
ClinicalTrials.gov plans to incorporate continuous improvements and integrate user
feedback, with potential future enhancements including further functional upgrades and
the introduction of advanced data analysis tools, ensuring the platform remains at the

forefront of clinical trial information sharing.

Source: https://clinicaltrials.gov/about-site/modernization
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#05 HHS Launches Cross-Agency Initiative to Restore

US Clinical Trial Leadership, Leveraging Al/ML for
Enhanced Safety & Efficiency

Published June 22, 2026 HHS.gov  USA

| overview

The U.S. Department of Health and Human Services (HHS) has launched a landmark
cross-agency initiative to restore the nation's leadership in clinical trials. This effort
integrates artificial intelligence (Al) and machine learning (ML) to revolutionize safety
prediction and dosing optimization, aiming to dramatically boost overall clinical trial
efficiency. The initiative seeks to accelerate new drug development, significantly
enhance patient safety, and re-establish the U.S.'s competitive edge in global

biopharmaceutical R&D.
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Background

The U.S. Department of Health and Human Services (HHS) has launched a strategic
initiative amidst growing concerns over the nation's diminishing lead in global clinical
trials. In recent years, a rising proportion of clinical research has shifted outside the U.S.,
posing a significant challenge to its status as a biopharmaceutical innovation hub.
Clinical trials, often the most time-consuming and expensive bottleneck in new drug
development, have faced persistent issues of inefficiency and high operational costs.
Recognizing these hurdles, HHS is championing the deep integration of artificial
intelligence (Al) and machine learning (ML) as powerful tools to address these challenges
head-on. This proactive stance signals a significant governmental investment in
technological innovation and strengthening U.S. competitiveness within the vital

biopharmaceutical sector.

Key Findings

To re-establish the U.S.'s leadership in clinical trials, HHS has initiated a comprehensive,
cross-agency program. This ambitious plan specifically aims to dramatically enhance the
precision of safety prediction and optimize dosing strategies by integrating advanced Al
and ML technologies deeply into the clinical trial process, thereby substantially boosting
overall trial efficiency. A cornerstone of this HHS-led initiative involves leveraging
cutting-edge Al and ML models to predict potential side effects and drug reactions with
high accuracy and at earlier stages. This capability significantly mitigates the risk of
adverse events, ensuring maximum patient safety throughout the trial. Furthermore,
Al/ML will personalize dosing regimens based on individual patient characteristics,
facilitating the development of more effective treatments with fewer side effects. This
data-driven approach promises to uncover hidden patterns within vast clinical datasets,
leading to optimized trial designs, more precise subject selection, and notably shorter
trial durations. Experts anticipate this technological integration will yield substantial

reductions in both the time and cost associated with traditional clinical trials.



Significance & Outlook

HHS's initiative holds the potential to fundamentally transform the future landscape of
pharmaceutical development. By significantly improving clinical trial efficiency and
safety, this program will accelerate the delivery of groundbreaking therapies to patients
worldwide. Moreover, a more competitive U.S. clinical research ecosystem is expected to
attract increased domestic and international investment, fostering job creation and
economic growth. This pivotal step underscores the accelerating trend towards Al/ML
becoming indispensable tools in drug discovery and delivery systems. Its progress will be
closely monitored by the global pharmaceutical and biotechnology industries, marking a

critical advancement in the digital revolution of healthcare.

Source: https://www.hhs.gov/press-room/hhs-launches-clinical-trials-reform-initiative.html
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#06 Pioneering Strategies Break Blood-Brain Barrier,
Unlocking Neurological Drug Delivery Innovation

Published Published June 22, 2026  Pharmaceutical Conferences 2026 International &%
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| overview

A recent conference on June 22, 2026, showcased groundbreaking drug delivery
strategies designed to circumvent the formidable blood-brain barrier (BBB). These
innovations, including receptor-mediated transport, liposomes, exosomes, and
focused ultrasound, promise enhanced safety, precise targeting, and minimal systemic
exposure. These advancements are set to revolutionize therapies for central nervous
system disorders such as Alzheimer's and Parkinson's, tapping into a multi-trillion yen

market.
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Background

Central nervous system (CNS) disorders, including Alzheimer’s disease, Parkinson’s
disease, multiple sclerosis, and brain tumors, represent a growing global health
challenge with a significant unmet medical need. The primary impediment to effective
treatment for these conditions is the blood-brain barrier (BBB), a sophisticated
physiological defense mechanism that prevents most therapeutic agents from reaching
the brain in sufficient concentrations. Historically, this barrier has rendered drug
discovery for CNS diseases exceptionally difficult, with many promising compounds
failing to cross the BBB or achieve therapeutic levels. Overcoming this hurdle promises to

transform the multi-trillion yen market for neurological therapeutics.

Key Findings

A conference held on June 22, 2026, highlighted groundbreaking advancements in novel
drug delivery strategies designed to penetrate the blood-brain barrier. These innovative
approaches aim to dramatically improve drug access to the CNS, paving the way for
effective therapies against previously intractable neurological diseases. The strategies

discussed included:

Receptor-Mediated Transport (RMT): This technique leverages specific receptors on the
surface of brain endothelial cells, such as the transferrin receptor, to actively transport
drugs into the brain. By conjugating therapeutic agents with ligands that bind to these
receptors, RMT facilitates the targeted uptake and delivery of drugs.

Liposomes: These lipid bilayer nanoparticles encapsulate therapeutic drugs, enabling
their passage across the BBB. Surface modifications, such as polyethylene glycol
(PEG)ylation, can further enhance BBB permeability and improve targeting specificity to

desired brain regions.

Exosomes: As naturally occurring, cell-derived nanoparticles, exosomes possess an
inherent ability to cross the BBB. Loading drugs into exosomes offers a highly
biocompatible and potentially efficient method for brain delivery, capitalizing on their

native transport mechanisms.



Focused Ultrasound (FUS): This non-invasive technology temporarily and reversibly
increases BBB permeability in precisely targeted brain regions. By applying focused
ultrasound energy, clinicians can create transient openings in the barrier, allowing drugs

to enter the desired area while minimizing systemic exposure and potential side effects.

These advanced strategies share common goals: optimizing drug concentrations within
the brain, establishing high safety profiles, achieving precise targeting capabilities, and
minimizing systemic exposure. Specifically, RMT and nanoparticle-based approaches are
being refined to enhance target specificity, thereby reducing off-target effects and

improving therapeutic efficacy.

Significance & Outlook

The continuous evolution of BBB-penetrating drug delivery technologies stands at the
forefront of neuroscience and drug discovery research. As these technologies progress
through clinical development and eventually gain regulatory approval, they are poised to
fundamentally redefine the treatment landscape for CNS disorders. These DDS
advancements are anticipated to play an indispensable role in early disease intervention
and the development of disease-modifying therapies. Future research will concentrate
on further optimizing these technologies, rigorously validating their safety and efficacy in
clinical trials, and ensuring their scalability for large-scale production. This sector
represents a significant area of long-term growth and market expansion, meriting keen

interest from researchers, engineers, and investors alike.

Source: https://drugformulation.pharmaceuticalconferences.com/events-list/drug-delivery-across-the-

blood-brain-barrier
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#07 Vertex Al-Designed Candidates Hit Phase 1/2
Trials, Accelerating Al-Driven Drug Discovery

Published June 18, 2026  Vertex Al Search (PharmaJournalist) USA
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A New Era for

I OVERVIEW

Multiple Al-designed drug candidates, developed using Vertex Al Search, have
advanced to Phase 1 and 2 clinical trials, firmly establishing Al as a pivotal force in
pharmaceutical R&D. This breakthrough promises to significantly shorten early-stage
research periods from years to months by leveraging Al's ability to identify complex
drug targets and predict molecular behavior. The global pharmaceutical industry,
alongside investors and healthcare professionals, is now closely monitoring these
developments, keenly anticipating Al's potential to accelerate drug pipelines and

deliver innovative therapies more rapidly to patients.
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Background

Traditional drug discovery has long been an expensive, time-consuming endeavor
fraught with notoriously low success rates. The introduction of artificial intelligence (Al) is
now poised to disrupt these inefficiencies, promising a swifter and more cost-effective
pathway to new therapeutics. The pharmaceutical industry is rapidly embracing Al-driven
strategies, as evidenced by precedents like Isomorphic Labs, a Google DeepMind spin-

off, which has already advanced AlphaFold-designed drugs into clinical trials.

Key Findings

Multiple Al-designed drug candidates, developed using Vertex Al Search, have reached
significant milestones by advancing into Phase 1 and Phase 2 clinical trials. This
achievement unequivocally demonstrates the increasing maturity and transformative

potential of artificial intelligence within the drug discovery process.

Al systems play a critical role by analyzing vast biological datasets, identifying novel
disease-related drug targets, and assisting in the design of new compounds likely to
bind with high affinity to these target molecules. This capability dramatically streamlines
the candidate selection process, offering a substantial improvement over traditional trial-

and-error methodologies.

During Phase 1 trials, researchers evaluate the safety and tolerability of the drug in
healthy volunteers, confirming basic pharmacokinetic profiles. The progression to Phase
2 trials involves assessing efficacy and a broader safety profile within specific patient
populations afflicted by the target disease. This advancement into human trials suggests

that the Al-generated molecules possess promising characteristics for clinical application.

Leveraging Al is projected to reduce the lead compound optimization process from
several years to potentially just a few months. This drastic acceleration is expected to
significantly cut research and development costs, thereby speeding up the delivery of a

greater number of promising therapeutic drugs to patients.



Significance & Outlook

The successful progression of Al-designed drug candidates into clinical trials signifies a
major paradigm shift for the pharmaceutical industry. Investors are actively seeking
opportunities for further investment in Al technologies to accelerate the development of
innovative medicines. Concurrently, regulatory authorities are diligently formulating
guidance for the use of Al and machine learning in drug development, steadily
establishing the framework for the integration of Al-driven therapies into clinical

practice.

Moving forward, Al is poised to become an indispensable tool across all stages of drug
discovery, facilitating the development of more effective treatments for patients. This
advancement promises to redefine how new medications are identified, optimized, and

ultimately delivered to those in need.

Source: https://www.pharmajournalist.com/ai-designed-drug-candidates-enter-clinical-trials-a-new-era-

for-drug-discovery/
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#08 Major Setback: Pfizer's Seagen-Acquired ADC Fails
Phase 3 in Advanced Lung Cancer

Published June 23, 2026 BioPharma Dive USA

| overview

Pfizer's antibody-drug conjugate (ADC), sigvotatug vedotin, acquired through its
Seagen acquisition, failed to meet its primary endpoint of improved overall survival
(OS) in a Phase 3 clinical trial for patients with advanced non-squamous non-small
cell lung cancer (NSCLC). This outcome represents a significant setback for a drug
Pfizer anticipated as a crucial future revenue driver, impacting its oncology pipeline
strategy and potentially future earnings forecasts. Detailed data from the trial will be

presented at an upcoming medical conference.
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Background

In 2023, pharmaceutical giant Pfizer significantly bolstered its oncology pipeline through
the strategic acquisition of Seagen for an estimated $43 billion. Seagen, recognized as a
pioneer in antibody-drug conjugate (ADC) technology, brought a promising portfolio of
cancer therapeutics into Pfizer's fold. Among these key assets was sigvotatug vedotin, an
investigational ADC designed to selectively deliver cytotoxic payloads to cancer cells by
targeting specific antigens on their surface. This acquisition positioned sigvotatug
vedotin as a cornerstone of Pfizer's future growth strategy within the highly competitive
and challenging field of oncology. Non-small cell lung cancer (NSCLC) represents a
prevalent and diverse disease landscape, demanding high efficacy from novel agents to

establish a significant clinical benefit over existing treatment options.

Key Findings

Pfizer today announced that its antibody-drug conjugate (ADC), sigvotatug vedotin,
failed to achieve its primary endpoint of improved overall survival (OS) in a pivotal Phase
3 clinical trial. The trial evaluated sigvotatug vedotin in patients suffering from advanced
non-squamous non-small cell lung cancer (NSCLC). This outcome means the drug did
not demonstrate a statistically significant enhancement in patient longevity compared to
the control arm. The absence of a clear OS benefit raises substantial questions about the
drug's ability to offer superior therapeutic value over current standard-of-care
treatments within this specific indication. Detailed data from this trial are expected to be
presented at an upcoming medical conference, providing further insights into the study's

findings.



Significance & Outlook

This clinical trial result delivers a significant blow to Pfizer, particularly as sigvotatug
vedotin was a central component of the company’s post-Seagen acquisition growth
aspirations and a critical projected revenue source. The outcome underscores the
inherent complexities and high-risk nature of developing novel cancer therapeutics,
especially within the challenging landscape of ADC technology. For the broader
pharmaceutical industry, it reiterates the critical importance of precise target selection
and robust clinical trial design in ADC development. Pfizer anticipates that this result will
impact its future revenue forecasts and may necessitate a re-evaluation of its oncology
portfolio strategy. The company plans to analyze the full data set to determine the path
forward for sigvotatug vedotin, potentially exploring its utility in other indications or in
combination with different therapies. The pharmaceutical community awaits the detailed
data presentation to fully grasp the implications for future ADC research and

development.

Source: https://www.biopharmadive.com/news/pfizer-sigvotatug-vedotin-lung-cancer-results-
seagen/823501/
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#09 HHS Unveils Strategy to Accelerate US Drug
Discovery, Stemming Clinical Trial Shift to China

Published June 23, 2026  BioPharma Dive  USA

I OVERVIEW

The U.S. Department of Health and Human Services (HHS) has launched a
comprehensive initiative to accelerate early-stage drug research domestically, directly
countering the recent trend of clinical trials migrating to China. A new pilot program
will incentivize pharmaceutical companies to conduct initial clinical trials within the
U.S., specifically aiming to significantly reduce the timeline from drug candidate
identification to first-in-human (FIH) studies. This strategic move seeks to enhance
U.S. biopharmaceutical competitiveness and ensure faster delivery of innovative

treatments to patients.
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Background

The global pharmaceutical landscape has seen a notable shift in recent years, with a
growing number of clinical trials, particularly in biopharmaceuticals, relocating overseas.
China has emerged as a primary destination for these studies, driven by factors such as
lower operational costs, access to diverse patient populations, and perceived regulatory
flexibility. This migration has raised concerns within the U.S. government regarding its
potential impact on the nation's biopharmaceutical industry competitiveness and its
readiness to respond to future public health crises, including pandemics. In response, the
U.S. Department of Health and Human Services (HHS) has identified the need to fortify
the domestic research and development ecosystem and foster innovation within its

borders.

Key Findings

To address these strategic concerns, the HHS has unveiled a comprehensive set of
reforms designed to accelerate early-stage drug research within the United States. A
central component of this initiative is a new pilot program specifically structured to
encourage pharmaceutical companies to conduct their initial clinical trials on U.S. soil.
The program targets the critical phase from drug candidate identification to the First-in-
Human (FIH) study, aiming to significantly reduce the regulatory and procedural
timelines associated with this stage. By streamlining these processes, HHS expects to
expedite the entire drug development cycle. Furthermore, HHS is actively reviewing the
legal and ethical implications of offering financial incentives to clinical trial participants.
Such a policy, if implemented, could substantially improve patient recruitment,
particularly for studies requiring diverse cohorts, thereby enhancing both the speed and

quality of clinical investigations.



Significance & Outlook

These HHS reforms are poised to exert a profound impact on the U.S. drug discovery
ecosystem. The acceleration of early-stage clinical trials means that promising drug
candidates can advance more rapidly into full clinical development, ultimately shortening
the time it takes for new and potentially life-saving medications to reach patients. Should
the proposed legalization of participant payments materialize, it would significantly ease
the recruitment of diverse patient populations, further improving the efficiency and
robustness of clinical trials. This strategic reorientation is expected to re-establish the
United States as a leading global hub for clinical research, securing its competitive edge

in biopharmaceutical development against rising international contenders like China.

Source: https://www.biopharmadive.com/news/hhs-clinical-trial-streamline-plan-china/823504/
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#10 Novartis' Acquired RNA Therapeutic del-brax
Achieves Phase 1/2 Success for Muscle-Wasting
Diseases

Published June 23, 2026 BioPharma Dive  USA

| overview

Novartis' RNA therapeutic del-brax, acquired through its $12 billion purchase of
Avidity Pharmaceuticals, successfully completed a Phase 1/2 clinical trial for muscle-
wasting diseases, achieving its primary endpoints. This innovative Antisense
Oligonucleotide Conjugate (AOC) modality demonstrates significant potential as a
new treatment option for these debilitating conditions. The positive data marks a
crucial milestone, bolstering Novartis' rare disease pipeline and validating its strategic

acquisition.
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Background

Muscle-wasting diseases represent a significant global health challenge, often genetically
driven, incurable, and characterized by progressive muscle function loss that severely
diminishes patients' quality of life. Current therapeutic options remain limited,
highlighting a substantial unmet medical need within this domain. Novartis has
strategically intensified its investment in the rare disease sector, exemplified by its
acquisition of Avidity Pharmaceuticals for an estimated $12 billion. RNA therapeutics, as
a cutting-edge modality, have garnered considerable attention in recent years due to
their broad target accessibility, enabling novel approaches to diseases previously

intractable by traditional small-molecule drugs or antibody-based therapies.

Key Findings

Novartis' investigational RNA therapeutic, del-brax, successfully achieved its primary
endpoints in a recently concluded Phase 1/2 clinical trial targeting patients with muscle-
wasting diseases. This positive outcome strongly indicates del-brax's significant potential
as a novel therapeutic option in an area with high unmet need. Del-brax leverages a
next-generation RNA technology known as Antisense Oligonucleotide Conjugates
(AOCs). AOCs function by binding to specific messenger RNA (mRNA) molecules, thereby
modulating gene expression and inhibiting the production of disease-causing proteins.
This innovative technology aims to enhance both target specificity and cellular drug
delivery efficiency compared to conventional antisense oligonucleotides (ASOs). The
Phase 1/2 trial rigorously assessed the drug's safety, tolerability, and preliminary efficacy,

reporting favorable results across all evaluated metrics.



Significance & Outlook

The successful completion of the del-brax Phase 1/2 trial provides robust support for
advancing the therapeutic into further clinical development, particularly late-stage
pivotal trials. Novartis aims to introduce this innovative RNA therapeutic to the market,
with the goal of instigating a paradigm shift in the treatment landscape for muscle-
wasting diseases. Beyond its direct impact, this success is anticipated to positively
influence the broader trajectory of RNA therapeutic development, potentially
accelerating investment and research into RNA-based medicines for a wide array of

other disease indications.

Source: #
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#11 BMS Reveals Promising Clinical Data for Next-Gen
Blood Cancer Therapy Mezigdomide

Published June 23, 2026 BioPharma Dive USA

| overview

Bristol Myers Squibb (BMS) unveiled promising new clinical data for mezigdomide, its
next-generation blood cancer therapy. This drug is one of two key protein
degradation inducers BMS expects to succeed its multi-billion-dollar Revlimid
franchise. The positive data highlight the company's progress in its hematology

pipeline and its strategic drive to deliver novel treatment options to patients.
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Background

Bristol Myers Squibb's (BMS) long-standing blockbuster drug, Revlimid, has generated
multi-billion-dollar sales as a cornerstone treatment for multiple myeloma. However,
with patent expiration and the emergence of generic alternatives, BMS faces an urgent
imperative to secure new revenue streams. The strategic development of next-
generation targeted protein degraders (TPDs) like mezigdomide directly addresses this
challenge, positioning the company for continued leadership in the hematology

oncology space.

The targeted protein degradation market represents one of the most dynamic and
closely watched sectors in the biopharmaceutical industry. Its innovative mechanism of
action, which involves hijacking the cell's natural waste disposal system to eliminate
disease-causing proteins, has attracted significant investment and propelled active

research and development by numerous pharmaceutical companies.

Key Findings

BMS recently announced the latest clinical data for mezigdomide, an investigational
next-generation protein degradation inducer for various blood cancers. This
announcement marks significant progress for mezigdomide, positioning it as one of two
primary protein degradation therapies poised to succeed the company's flagship

Revlimid franchise.

Mezigdomide operates as a targeted protein degradation (TPD) inducer, a distinct
modality designed to selectively break down specific proteins within cancer cells. Unlike
traditional small molecule drugs that merely inhibit protein function, TPDs harness the
cell's ubiquitin-proteasome system to actively ‘remove' target proteins. This innovative
approach holds immense promise for overcoming existing drug resistance mechanisms
and tackling previously ‘'undruggable' protein targets that have proven recalcitrant to
conventional therapeutic strategies. The presented data elucidates mezigdomide's safety
profile, tolerability, and preliminary indicators of efficacy across diverse patient

populations suffering from various blood cancers.



Significance & Outlook

The positive clinical data for mezigdomide are pivotal for BMS's strategy to maintain its
leadership position in blood cancer treatment. Following these promising results,
mezigdomide will advance through further rigorous clinical trials to firmly establish its
comprehensive efficacy and safety profile, with the ultimate goal of securing regulatory
approvals globally. Should mezigdomide gain approval, it promises to provide new and
potentially more effective treatment options for patients battling multiple myeloma and
other debilitating blood cancers, thereby driving substantial growth within BMS's

oncology pipeline.

Beyond BMS, the increasing success stories of TPD technology, exemplified by
mezigdomide, are expected to further accelerate investment and research across the
entire biopharmaceutical industry. This advancement solidifies TPDs as a transformative
therapeutic modality capable of redefining treatment paradigms for a broad spectrum of

diseases.

Source: #
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#12 MAIA Biotechnology Completes Global Enroliment

for Phase 2 Ateganosine Trial in Refractory NSCLC

Published June 25, 2026  GlobeNewswire USA
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| overview

MAIA Biotechnology has completed global enroliment for Part C of its Phase 2 THIO-
101 expanded trial, evaluating ateganosine for third-line advanced non-small cell
lung cancer (NSCLC). Ateganosine, an investigational drug with a dual mechanism
targeting telomeres and immune activation, holds FDA Fast Track designation for
NSCLC. This crucial milestone significantly accelerates the development of a potential

new treatment for a patient population with high unmet medical needs.
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Background

Non-small cell lung cancer (NSCLC) stands as one of the most prevalent cancers globally,
often carrying a poor prognosis in its advanced stages. For patients requiring third-line
treatment, particularly those who have become resistant to prior first- and second-line
therapies, effective and safe treatment options remain critically limited. MAIA
Biotechnology actively addresses this unmet medical need through the development of

ateganosine (THIO-101), an investigational drug with a novel dual mechanism of action.

Ateganosine is designed to induce telomere dysfunction while simultaneously activating
the immune system. Cancer cells commonly overexpress telomerase to circumvent the
natural shortening of telomeres, which typically limits cell division. By targeting this
telomere regulatory mechanism, ateganosine aims to trigger apoptosis (programmed
cell death) in cancer cells. Furthermore, it is believed to enhance the anti-tumor immune
response within the tumor microenvironment. The U.S. Food and Drug Administration
(FDA) has recognized the potential importance of ateganosine by granting it Fast Track
designation for NSCLC, a program intended to expedite the development of treatments

for serious conditions.

Key Findings

MAIA Biotechnology has announced the successful completion of international
enrollment for Part C of its Phase 2 THIO-101 expanded clinical trial. This trial evaluates
ateganosine as a potential third-line therapeutic option for patients with advanced non-
small cell lung cancer. This pivotal milestone signifies a substantial advancement in
bringing new treatment modalities to patients grappling with advanced cancers,
especially those with severely restricted treatment alternatives. The FDA's earlier Fast
Track designation for ateganosine in NSCLC further underscores the urgency and

potential impact of this therapeutic candidate.



Significance & Outlook

The completion of global enrollment for the Phase 2 trial Part C marks a critical juncture
in ateganosine's clinical development, paving the way for accelerated data collection and
analysis. Should this trial yield promising efficacy and safety data, it will significantly
advance the drug toward further late-stage clinical development and potential expedited
regulatory approval. A successful outcome for ateganosine would introduce a powerful
new treatment option for third-line advanced NSCLC, offering a ray of hope for

improving patient prognoses and quality of life.

For MAIA Biotechnology, this achievement represents a major enhancement in its
pipeline value and validates its strategic focus on innovative cancer therapies. The
company anticipates that ateganosine will play a crucial role in addressing the
substantial unmet medical need within the advanced NSCLC patient population,

potentially transforming treatment paradigms.

Source: https://www.globenewswire.com/news-release/2026/06/25/3317503/0/en/maia-biotechnology-
completes-international-enrollment-in-part-c-of-phase-2-thio-101-expansion-trial-in-third-line-non-

small-cell-lung-cancer.html
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#13 RQ Bio Secures $115M to Fast-Track Long-Acting
Antibody RQBO01, Revolutionizing Flu Prevention for
Vulnerable Patients

Published June 24, 2026  GlobeNewswire UK

| overview

RQ Bio has successfully closed a $115 million (approximately £85.5 million) Series A
funding round, led by Frazier Life Sciences, to accelerate the clinical development of
RQBO1. This long-acting antibody program is designed to provide robust, broad
protection against seasonal influenza with a single dose, specifically targeting high-
risk and immunocompromised patient populations. Currently in IND-enabling studies,
RQBO1 holds the potential to offer immediate and sustained passive immunity,

addressing a critical unmet need in flu prevention.
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Background

Influenza poses a significant global public health challenge, affecting millions annually
and leading to severe illness and mortality worldwide. Vulnerable populations,
particularly those with compromised immune systems such as organ transplant
recipients, cancer patients, and the elderly, often receive insufficient protection from
existing vaccines and face a heightened risk of severe complications. Traditional influenza
vaccines typically require time to induce an immune response and demonstrate limited
efficacy in these high-risk groups. RQ Bio's innovative approach aims to bridge this
critical gap in preventive care for these populations. The successful Series A funding
round, led by Frazier Life Sciences, underscores strong investor confidence in pioneering

antibody technologies within the preventive medicine sector.

Key Findings

RQ Bio has secured $115 million (approximately £85.5 million) in Series A funding, which
will specifically accelerate the clinical development of RQBO01, a long-acting antibody
program targeting seasonal influenza prevention in high-risk and immunocompromised
individuals. RQBO1 represents a next-generation, long-acting antibody engineered to
deliver potent and broad protection against seasonal influenza viruses from a single
dose. Unlike conventional vaccines that rely on the host's immune system to generate
antibodies over time, RQBO1 provides direct, immediate antibody protection, conferring
passive immunity to these vulnerable populations. The candidate is currently undergoing
IND (Investigational New Drug)-enabling studies, with subsequent clinical trials planned

to evaluate its safety and efficacy.



Significance & Outlook

The successful Series A funding establishes a robust foundation for RQ Bio to rapidly
advance RQBO1's clinical development. Should RQBO1 achieve anticipated results in
clinical trials and gain regulatory approval, it could profoundly transform influenza
prevention for high-risk and immunocompromised patients. The prospect of long-term
protection from a single administration not only enhances patient convenience but also
promises to significantly reduce the morbidity and mortality associated with seasonal
influenza. This groundbreaking technology is also anticipated to contribute substantially
to future pandemic preparedness efforts, marking a pivotal advancement in medical

science.

Source: https://www.globenewswire.com/news-release/2026/06/24/3316603/0/en/rq-bio-announces-
115-million-85-5-million-series-a-financing-to-advance-long-acting-antibody-programme-rqb01-for-full-

season-influenza-prevention.html
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#14 Biogen Pivots Post-Apellis Acquisition: Halts Most
R&D, Concentrates on Commercial Assets

Published June 26, 2026  Endpoints News USA

| overview

Biogen has confirmed it will suspend or terminate "most" of Apellis Pharmaceuticals'
research programs and lay off some employees following its $5.6 billion acquisition.
This strategic pivot is part of integrating the acquisition, allowing Biogen to
concentrate resources on the commercialization and expansion of the acquired
approved drugs, Empaveli and Syfovre. The move streamlines Biogen's portfolio,
aiming to accelerate revenue growth from established therapies in the complement

inhibition space.



| N DEPTH

Background

Biogen, facing commercialization challenges with its Alzheimer's disease treatments,
urgently sought new revenue streams to diversify its portfolio. The company's strategic
decision to acquire Apellis Pharmaceuticals for $5.6 billion aimed to expand its
neuroscience expertise into the established market of complement inhibition. This move
was intended to secure a more robust financial foundation and broaden Biogen's
therapeutic reach. However, a significant acquisition often triggers a subsequent
rationalization of the acquired company's pipeline, a common practice in the
biopharmaceutical industry where the acquiring entity seeks to cut costs, eliminate

redundancies, and concentrate resources on the most promising assets.

Key Findings

Following its $5.6 billion acquisition of Apellis Pharmaceuticals, Biogen has confirmed a
major strategic shift: the suspension or termination of "most" of Apellis's research and
development programs. This decisive action, which includes a number of employee
layoffs, underscores Biogen's sharpened focus on the commercialization of Apellis's two
approved complement-inhibiting therapies: Empaveli (pegcetacoplan) and Syfovre
(pegcetacoplan intravitreal injection). Empaveli is approved for the treatment of
paroxysmal nocturnal hemoglobinuria (PNH), while Syfovre targets geographic atrophy
(GA) associated with age-related macular degeneration. Biogen's move reflects a clear
intent to dedicate resources primarily to expanding the market presence of these
established drugs and leveraging the core technology of complement inhibition. While
the company has not yet fully disclosed the specific details or disease areas of the halted
pipeline programs, this consolidation clearly prioritizes proven assets over early-stage

development.



Significance & Outlook

This substantial reduction in Apellis's pipeline signals Biogen's unwavering commitment
to maximizing the commercial success of Empaveli and Syfovre. If these therapies
achieve strong market penetration and adoption, they are poised to significantly
strengthen Biogen's revenue streams and enhance its position in the complement
inhibition space. Conversely, the discontinuation of other Apellis research programs may
represent a missed opportunity for developing innovative therapies in various disease
areas. Investors will closely monitor Biogen's execution strategy, particularly how
effectively the company can establish leadership in complement inhibition, accelerate
growth, and fully realize the synergistic benefits of this $5.6 billion acquisition amidst a
competitive pharmaceutical landscape. The success of this focused approach will be

critical for Biogen's future financial performance and market standing.

Source: https://endpoints.news/after-buying-apellis-for-5-6b-biogen-is-cutting-most-of-its-pipeline-

work/
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#15 Antares and Novartis Forge $1.9B Deal to Tackle
‘Undruggable’ Cancer Targets with Small Molecules

Published June 24, 2026  Business Wire  USA

| overview

Antares Therapeutics and Novartis have announced a strategic collaboration to
discover, develop, and commercialize first-in-class small molecule therapies for
previously 'undruggable’ cancer targets. The agreement includes an upfront payment
of $105 million to Antares, with potential for an additional $1.8 billion in development
and sales milestones, plus tiered global royalties on net sales. This significant
partnership aims to expand the frontiers of oncology, addressing critical unmet

medical needs for patients with limited treatment options.
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Background

Despite significant advancements in cancer treatment, particularly through targeted
therapies, a substantial unmet medical need persists across numerous cancer types and
specific genetic mutations. Many crucial disease-driving proteins within cancer cells have
historically been deemed 'undruggable,’ lacking viable therapeutic interventions due to
their structural characteristics or intracellular location. Challenging these 'undruggable’
targets represents one of the pharmaceutical industry's most critical frontiers. Novartis
has a proven track record of bringing innovative oncology therapies to market, and this
collaboration underscores its continued strategic focus on pioneering small molecule
drug discovery and novel target engagement. For emerging biotechnology firms like
Antares Therapeutics, partnering with a major pharmaceutical player such as Novartis is
pivotal for securing crucial funding, leveraging extensive development expertise, and

gaining access to a global commercialization network.

Key Findings

Antares Therapeutics and Novartis have entered into a landmark strategic collaboration
focused on the discovery, development, and commercialization of first-in-class small
molecule therapeutics. This partnership specifically targets cancer pathways and proteins
that have previously eluded successful therapeutic intervention. Under the terms of the
agreement, Antares Therapeutics receives an immediate upfront payment of $105
million. Furthermore, the agreement outlines potential development and sales milestone
payments totaling up to an additional $1.8 billion, along with tiered royalties on global
net sales of any successfully commercialized products. The collaboration aims to
leverage Antares' proprietary drug discovery platform, which specializes in identifying
novel small molecules, in conjunction with Novartis' extensive drug development and
global commercialization capabilities. Small molecules are particularly advantageous as
they can readily penetrate cells to inhibit or activate specific intracellular proteins,

offering a potential solution for targets inaccessible to larger biologic therapies.



Significance & Outlook

This strategic alliance holds profound implications for the future of cancer treatment. The
successful development of first-in-class drugs for 'undruggable’ targets could offer life-
changing hope to patients currently lacking effective treatment options, fundamentally
reshaping existing oncology paradigms. For Antares Therapeutics, this agreement
provides a robust financial foundation to accelerate its research and development
initiatives, thereby expanding its innovative pipeline. Novartis, in turn, aims to
significantly bolster its competitive position in the oncology landscape and secure long-
term revenue streams from potentially groundbreaking therapies. The substantial
potential for up to $1.8 billion in milestone payments underscores the high expectations
from both companies regarding the collaboration's success and the anticipated large

market potential for these novel cancer treatments.

Source: https://www.businesswire.com/news/home/20260624633455/en/Antares-Therapeutics-Enters-
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#16 Biotech CEOs Anticipate Funding Rebound by Late
2026, Pin Hopes on FDA for Streamlined Drug
Development

Published June 24, 2026  Endpoints News

| overview

A recent Endpoints 100 survey reveals 62% of biotech CEOs anticipate a significant
improvement in the funding environment by late 2026, driven by a recovering IPO
market and increased M&A activity. These leaders also expect new FDA leadership to
streamline and accelerate the drug development process in the U.S. This collective
optimism signals a potential resurgence for industry growth and therapeutic

innovation globally.
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Background

The biotechnology industry has recently navigated a challenging financial landscape,
marked by high interest rates, economic uncertainty, and cautious investor sentiment.
Many companies faced difficult decisions, including restructurings, project delays, and
even cancellations of critical research and development programs. This period
underscored the critical need for more robust and predictable funding mechanisms to
sustain innovation. The U.S. Food and Drug Administration's (FDA) role remains
paramount in drug development, with its leadership and policies profoundly influencing
the pace and direction of industry innovation. Attracting and accelerating clinical trials in

the U.S. is considered essential for maintaining global competitiveness.

Key Findings

The latest Endpoints 100 survey indicates a strong wave of optimism among
biotechnology CEOs, with a significant majority—62%—projecting a substantial
improvement in the funding environment by the latter half of 2026. This positive outlook
primarily hinges on two key factors: a recovery in the initial public offering (IPO) market
and a surge in mergers and acquisitions (M&A) activities. Simultaneously, industry
leaders express high expectations for new leadership at the U.S. FDA, anticipating a more
streamlined and expedited new drug development process within the country.
Specifically, CEOs hope the FDA will enhance the efficiency of approval processes, clarify
regulatory requirements, and establish faster approval pathways for breakthrough

therapies.



Significance & Outlook

The predicted improvement in the funding environment by late 2026 presents a
favorable outlook for the entire biotechnology sector. Increased capital flow will likely
accelerate investment into new research and development projects and fast-track clinical
trials, particularly for early-stage companies relying on IPOs to advance their pipelines.
Heightened M&A activity will provide larger corporations with greater opportunities to
acquire innovative technologies and promising drug candidates, fostering industry
consolidation and growth. If the FDA successfully simplifies development processes, new
medicines could reach patients faster, creating new opportunities and driving growth for
researchers, engineers, and investors alike. We expect to see intensified investment in
areas addressing high unmet medical needs and in cutting-edge technologies like Al-

driven drug discovery, further catalyzing therapeutic advancements.

Source: https://endpoints.news/endpoints-h1-2026-ceo-survey-fallout-from-mfn-and-suggestions-for-
the-fda/
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#17 Bayer and lambic Therapeutics Partner to Drive
Small Molecule Drug Discovery with Al Platform

Published June 23, 2026  BioSpace USA

| overview

Bayer has announced a strategic collaboration with lambic Therapeutics, leveraging
lambic's advanced Al platforms, Enchant and NeuralPLexer, for small molecule drug
discovery. This partnership aims to significantly accelerate the identification of novel
drug candidates for previously undruggable targets, thereby bolstering Bayer's early-
stage pipeline. The integration of Al is expected to drastically cut development
timelines, reduce costs, and improve the success rate for bringing innovative

treatments to patients with high unmet medical needs.
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Background

The drug discovery process has historically faced significant challenges, including
immense time commitments, prohibitive costs, and high failure rates. Many disease-
related proteins, in particular, possess complex structures and functions, making it
difficult to identify effective drugs using conventional methods. In recent years, Al and
machine learning technologies have emerged as powerful tools to overcome these
bottlenecks, seeing increasing application across all stages of drug discovery, including
molecular design, compound screening, and toxicity prediction. As a global company
with an innovative pharmaceutical portfolio, Bayer aims to enhance its research and
development efficiency and productivity through the adoption of cutting-edge Al
technologies. This partnership with lambic Therapeutics represents a strategic choice for
both companies to leverage their respective strengths amidst intensifying competition in

the Al-driven drug discovery sector.

Key Findings

German pharmaceutical giant Bayer has entered into a strategic collaboration agreement
with U.S.-based lambic Therapeutics, a pioneer in Al-driven drug discovery platforms, for
small molecule drug discovery. The primary objective of this partnership is to
significantly bolster Bayer's early development pipeline by leveraging lambic's
proprietary Al technologies to identify innovative drug candidates for targets previously

considered "undruggable.”

lambic Therapeutics' Al platforms, "Enchant" and "NeuralPLexer," reportedly surpass
traditional computational chemistry methods in molecular design, optimization, and
property prediction. Enchant utilizes advanced generative Al models to design novel
molecular scaffolds, while NeuralPLexer accurately predicts complex biomolecular
interactions. By combining these Al tools, the collaboration can efficiently explore vast
chemical spaces for promising drug candidates, reducing the risk of failure in early
development stages. This allows Bayer to accelerate novel small molecule drugs into
clinical development, addressing unmet medical needs in oncology and other severe

disease areas more rapidly.



Significance & Outlook

The collaboration between Bayer and lambic Therapeutics embodies the transformative
potential of Al in drug discovery. A successful partnership could not only shorten
development timelines by potentially years and reduce costs significantly for novel small
molecule drugs but also lead to the discovery of groundbreaking treatments for
previously intractable diseases. Investors and industry stakeholders will closely monitor
how Al delivers tangible results for Bayer's pipeline, ultimately increasing clinical trial
success rates and improving patient outcomes. This partnership marks a significant step
toward a future where Al-led drug discovery becomes the pharmaceutical industry

standard, heralding a new era of innovation in patient care.

Source: https://www.biospace.com/press-releases/bayer-and-iambic-collaborate-to-advance-drug-

discovery-with-ai
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#18 Elixirgen Therapeutics and Nippon Shinyaku Forge
Alliance for Next-Gen DMD Therapy EXG-7001

Published June 26, 2026  GlobeNewswire Japan

I OVERVIEW

Elixirgen Therapeutics and Nippon Shinyaku have signed an option agreement for the
development and commercialization of EXG-7001, a promising therapeutic candidate
for Duchenne Muscular Dystrophy (DMD). This strategic partnership aims to
accelerate the delivery of an innovative, next-generation treatment that targets the
root causes of DMD, a severe and progressive genetic disorder affecting
approximately 1 in 3,500 to 5,000 newborn boys worldwide. The collaboration
leverages both companies' expertise to address a critical unmet medical need,

potentially offering new hope for patients and their families.
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Background

Duchenne Muscular Dystrophy (DMD) represents a significant global health challenge,
affecting primarily boys with an estimated incidence of 1 in 3,500 to 5,000 live male
births. This X-linked genetic disorder results in progressive muscle degeneration and
weakness due to the absence or dysfunction of dystrophin, a crucial protein for muscle
integrity. Currently, no fundamental cure exists, highlighting a profound unmet medical
need for effective treatments. In recent years, the field has seen dynamic advancements
in gene therapy and RNA-based therapeutics for DMD, with several agents gaining
approval for patients with specific genetic mutations. Elixirgen Therapeutics specializes in
research and development within regenerative medicine and gene therapy, while Nippon
Shinyaku is a leading Japanese pharmaceutical company with a proven track record in
developing and commercializing orphan drugs. This strategic alliance synergizes their

respective strengths to bring innovative solutions to DMD patients.

Key Findings

Elixirgen Therapeutics and Nippon Shinyaku jointly announced the signing of an option
agreement for the development and commercialization of EXG-7001, a novel therapeutic
candidate for Duchenne Muscular Dystrophy. This partnership significantly reinforces
both companies' strategic efforts to introduce new treatment options for refractory rare
diseases. EXG-7001 represents an innovative therapeutic approach with the potential to
target the fundamental causes of DMD. While specific details of EXG-7001's mechanism
of action were not fully disclosed in the initial report, it is being developed as a next-
generation therapy. This suggests approaches such as dystrophin gene therapy, RNA-
based strategies to promote dystrophin expression, or applications of stem cell
technology. The option agreement establishes a flexible framework that allows Nippon
Shinyaku to exercise its commercialization rights for EXG-7001 after validating the

outcomes from its future development stages.



Significance & Outlook

The establishment of this option agreement underscores EXG-7001's considerable
potential to emerge as a critical therapeutic choice for DMD patients in the future. The
fusion of Nippon Shinyaku's extensive commercialization expertise with Elixirgen
Therapeutics' cutting-edge technological capabilities is expected to substantially
accelerate the development timeline for EXG-7001 and pave its path to market entry. The
market for DMD treatments is characterized by high demand due to the severe and
debilitating nature of the disease, indicating substantial market potential for innovative
drugs like EXG-7001. Moving forward, the scientific and medical communities will closely
monitor the progress of EXG-7001's clinical development and the specific timing of
Nippon Shinyaku's option exercise. This collaboration holds promise to deliver a much-

needed breakthrough for the thousands of individuals affected by DMD globally.

Source: https://www.globenewswire.com/news-release/2026/06/26/3318108/0/en/elixirgen-therapeutics-
and-nippon-shinyaku-enter-into-an-option-agreement-for-the-development-and-commercialization-of-

exg-7001-for-duchenne-muscular-dystrophy.html
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#19 Otsuka's ADHD Therapy Poised for FDA Approval
Following Successful Phase 3b Clinical Trial

Published June 25, 2026  Fierce Biotech  USA

| overview

Otsuka Pharmaceutical announced positive outcomes from its Phase 3b clinical trial
for an Attention-Deficit/Hyperactivity Disorder (ADHD) treatment, marking a crucial
step ahead of its U.S. Food and Drug Administration (FDA) approval review. The trial
demonstrated statistically significant efficacy and a favorable safety profile,
establishing a strong foundation for market entry. This success promises a new,
much-needed therapeutic option for individuals living with ADHD, potentially

enhancing their quality of life.
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Background

Attention-Deficit/Hyperactivity Disorder (ADHD) is a complex neurodevelopmental
disorder that typically begins in childhood and can persist into adulthood, significantly
impacting academic performance, professional productivity, and personal relationships.
Current treatment approaches for ADHD encompass both pharmacological interventions
and behavioral therapies. However, identifying the optimal treatment strategy for each
individual patient remains critical, driving a continuous demand for a diverse range of
effective and well-tolerated therapeutic options. Otsuka Pharmaceutical possesses a

robust track record and extensive expertise within the neuropsychiatry sector.

Key Findings

Otsuka Pharmaceutical recently reported positive results from its Phase 3b clinical trial
for an investigational Attention-Deficit/Hyperactivity Disorder (ADHD) treatment. This
successful outcome marks a critical milestone as the U.S. Food and Drug Administration
(FDA) approval review approaches, providing compelling evidence for the drug's
potential market introduction. Phase 3b trials typically evaluate the efficacy and safety of
an already approved drug for new indications or formulations, or as an add-on to
existing therapies. While specific detailed results are not yet publicly disclosed, the
positive findings strongly indicate that Otsuka's ADHD therapy achieved statistically
significant efficacy in improving core symptoms such as inattention, hyperactivity, and
impulsivity. The drug's mechanism involves the modulation of specific neurotransmitters,
and the trial also suggested a favorable safety and tolerability profile. FDA approval
would establish this treatment as a valuable new option for ADHD patients and their

healthcare providers.



Significance & Outlook

The success of this Phase 3b trial significantly enhances the likelihood of Otsuka
Pharmaceutical securing FDA approval for its ADHD therapy. If approved, this drug will
offer a new treatment option for individuals with ADHD, contributing to a substantial
improvement in their quality of life and functional outcomes. For Otsuka, this
achievement not only reaffirms the strength of its neuropsychiatric pipeline but also
positions the company for a significant competitive advantage in the highly contested
ADHD treatment market. The pharmaceutical industry is actively seeking novel solutions
for ADHD, and Otsuka's leadership in this domain is crucial for maintaining and
expanding its market presence. All eyes now turn to the FDA's final decision and the
subsequent market penetration of this promising new therapy, which is poised to benefit

a large patient population in need.

Source: #
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#20 Boehringer Ingelheim Fuels Immunai‘s Al with

$15M to Unlock T-Cell Secrets for Cancer, Autoimmune
Drug Discovery

Published June 25, 2026  Fierce Biotech USA

| overview

Boehringer Ingelheim (BI) has invested $15 million in Immunai's advanced Al
platform, initiating a collaborative research agreement. This partnership aims to
accelerate drug discovery for cancer and autoimmune diseases by deeply analyzing
patient T-cell profiles to identify novel therapeutic approaches. This Al-driven strategy
is expected to decipher complex immune responses and significantly streamline the

drug discovery process.
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Background

Cancer and autoimmune diseases often stem from complex immune system
dysfunctions, and developing effective treatments for them remains a significant
challenge. While immunotherapies have shown dramatic success in many patients, a
substantial population experiences non-response or develops resistance. Artificial
intelligence holds immense potential to dramatically transform drug discovery by
extracting meaningful patterns and uncovering insights from vast biological datasets
that human analysis often misses. As a leading pharmaceutical company dedicated to
researching and developing innovative medicines, Boehringer Ingelheim actively seeks to
leverage Al technology to create groundbreaking therapies for these difficult-to-treat

diseases.

Key Findings

Boehringer Ingelheim (Bl) has committed a $15 million investment to Immunai's cutting-
edge Al platform, simultaneously forging a collaborative research agreement in the fields
of oncology and autoimmune diseases. This strategic alliance aims to leverage Immunai's
Al technology to deeply analyze patient T-cell profiles, thereby accelerating the
discovery and development of innovative drug candidates for conditions that have

historically proven challenging to treat.

Immunai's Al platform possesses the capability to integrate and analyze diverse
immunological data, including single-cell sequencing, mass cytometry, and spatial
transcriptomics, alongside extensive clinical data. This powerful integration enables the
high-precision identification of T-cell activation states, functions, and clonal
characteristics in cancer and autoimmune disease patients. These capabilities facilitate
the discovery of crucial biomarkers linked to disease progression and treatment
response. Through the collaboration with BI, insights generated by the Al will drive the
identification of novel therapeutic targets, optimize drug candidates, and elucidate

mechanisms of treatment resistance, paving the way for personalized medicine.



Significance & Outlook

Bl's investment in Immunai's Al platform and the subsequent collaborative research
represent a crucial step toward accelerating next-generation drug discovery in immuno-
oncology and autoimmune disease treatment. As Al elucidates the complex dynamics of
T-cells and identifies more effective therapeutic targets, we anticipate significant
advancements in personalized medicine. Should drug candidates emerging from this
partnership succeed in clinical development, they will substantially strengthen Bl's
pipeline and offer profound therapeutic benefits to patients suffering from cancer and
autoimmune diseases. For the broader industry, this integration of Al and immunology is
expected to serve as a model case, demonstrating how to significantly enhance drug

discovery efficiency and success rates.
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#21 lonis Forges $30M Ex-US Rare Disease Pact with
Recordati, Accelerating Global ASO Reach

Published June 25, 2026  Fierce Biotech USA

2R LIONIS

+ PHARIAACEUTICALS

| overview

lonis Pharmaceuticals has secured a $30 million upfront payment from Recordati,
granting the ltalian firm exclusive ex-US development and commercialization rights
for specific rare disease therapies. This strategic partnership accelerates lonis's global
expansion of its rare disease pipeline and enhances access to innovative antisense

oligonucleotide (ASO) treatments for a broader international patient population.
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Background

Rare diseases, by their very nature, affect a small number of patients globally, presenting
unique challenges for drug development that demand substantial investment and
specialized expertise. However, therapies targeting these conditions often receive
‘orphan drug' designation, providing incentives such as market exclusivity periods to
help pharmaceutical companies recoup significant research and development costs. lonis
Pharmaceuticals stands as a pioneer in antisense oligonucleotide (ASO) technology,
developing drugs that address the root causes of many genetic rare diseases by precisely
targeting gene expression. Partnering with established international firms like Recordati,
an Italian pharmaceutical company specializing in rare diseases and specialty
pharmaceuticals, offers a strategic pathway for R&D-focused biotech companies like
lonis to secure funding and navigate the complexities of global commercialization
efficiently. ASO technology has, in recent years, delivered significant breakthroughs in

the treatment landscape for numerous previously untreatable rare conditions.

Key Findings

lonis Pharmaceuticals has granted Recordati exclusive development and
commercialization rights for specific rare disease therapies outside the United States,
securing an immediate $30 million upfront payment. This collaboration represents a
critical strategic step for lonis to accelerate the global deployment of its rare disease
pipeline and deliver groundbreaking treatments to a wider patient population. While
specific names or mechanisms of action for the drugs included in this agreement were
not detailed in the report, lonis's robust portfolio encompasses ASO therapies for
multiple rare conditions, including hereditary angioedema, familial amyloid
polyneuropathy, and spinal muscular atrophy. Recordati’s established expertise in rare
diseases and specialty medical fields positions it strongly to maximize the success of

lonis’s innovative drugs across Europe and other ex-U.S. markets.



Significance & Outlook

The $30 million upfront payment significantly bolsters lonis's financial position, providing
capital for reinvestment into its promising pipeline of other ASO candidates and further
advancing its proprietary technology platform. For Recordati, this partnership expands its
rare disease portfolio with cutting-edge therapies, thereby strengthening its market
presence in key therapeutic areas. This collaboration promises to substantially improve
patient access to much-needed treatments in regions with high unmet medical needs for
rare diseases. Future attention will focus on the progression of clinical development for
the targeted therapies and the execution of Recordati’'s commercialization strategy in

these vital international markets, ultimately benefiting rare disease patients worldwide.
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