TROY TECHNICAL

DRUG DISCOVERY & DDS
WEEKLY REPORT

September 12 - September 18,2026 | Issue 2026-W37

Target validation, translational evidence,
delivery and development economics

22 10

ANALYZED ARTICLES PRIORITY THEMES

Issued 2026-09-18 | English edition | fixed approved cover artwork




EXECUTIVE SUMMARY

This Week in 90 Seconds

Drug Discovery & DDS: the boundary moved from
isolated claims to qualification evidence

22 English articles were reviewed independently from the Japanese edition. Ten themes are retained for management
decisions.

SIGNAL 01 | TARGET & MOLECULE SIGNAL 02 | DELIVERY DESIGN

Rani Therapeutics Achieves 84%
Bioavailability for Oral Ustekinumab

Samsung Biologics Secures $262M
Manufacturing Contract with European

Pharma Amid Peptide Expansion and

On September 10, 2026, Samsung Biologics announced a
$262 million manufacturing agreement with an undisclosed

Biosimilar; Oral GLP-1s Drive Commercial

The successful FDA approval and commercial launch of oral
semaglutide (Wegovy) and orforglipron highlight the critical

European pharmaceutical company. role of oral delivery in chronic disease management,

significantly improving patient adherence.

SIGNAL 03 | PRECLINICAL PROOF SIGNAL 04 | CLINICAL DEVELOPMENT

Shilpa Biologicals Opens GMP Facility for
ADC Manufacturing in India's Pharmacit

Evonik Breaks Ground on Biotechnology
Expansion in Slovakia, Strengthening
European Pharmaceutical Manufacturing
Hub

On September 14, 2026, Evonik initiated construction for a

Shilpa Biologicals has inaugurated a new GMP-compliant
facility in Pharmacit, India, dedicated to the manufacturing
of Antibody-Drug Conjugates (ADCs).

significant biotechnology manufacturing expansion at its

Fermin site in Slovakia.

DECISION

Focus this week's management attention on target validation, translational evidence,
delivery and development economics. Move only when the linked evidence can be
reproduced under your own operating conditions.

THREE MANAGEMENT MOVES
1. Buyers: separate platform promise from program-level evidence, safety and clinical differentiation.

2. Suppliers: tie formulation, carriers and analytics to exposure, manufacturability and regulatory control.
3. Executives: track reproducibility, biodistribution, toxicity, CMC, trial design and financing.

EVIDENCE DISCIPLINE
FACT states what the collected English source reports. BUSINESS READ and ACTION are editorial interpretations. UNKNOWN lists

information that the source file does not establish. A linked article is not treated as independent confirmation of every claim.
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Five Evidence Anchors SOURCE-BOUND METRICS

Five numbers or evidence anchors that require conditions

$262 . l SOURCE-BOUND CONDITION
m | On September 10, 2026, Samsung Biologics announced a $262 million manufacturing

lion

A20

agreement with an undisclosed European pharmaceutical company.

840/ SOURCE-BOUND CONDITION
0 Rani Therapeutics reported promising Phase 1 results for its oral ustekinumab biosimilar
-111), achievin o bioavailability compared to subcutaneous injection, and positive
Al5 (RT-111), achieving 84% bi ilability d to subcut injecti d positi
Phase 1a results for its GLP-1/GLP-2 dual.

2026 W SOURCE-BOUND CONDITION
This groundbreaking data emerged from a pre-specified interim analysis of the Phase IlI
A04 HARMON:i-2 trial, presented at the IASLC 2026 World Conference on Lung Cancer (WCLC).

12 30/ SOURCE-BOUND CONDITION
° 0 Approval was based on two 72-week clinical trials, showing an average weight reduction of
A0S 12.3% in non-diabetic participants and 10% in diabetic patients, along with improved

cardiometabolic parameters.

$380 o l SOURCE-BOUND CONDITION
m | On September 10, 2026, Korsana Biosciences successfully completed a $380 million PIPE
(Private Investment in Public Equity) financing to accelerate its Alzheimer's disease (AD)

lion

A21

therapeutic pipeline.

HOW TO USE THESE NUMBERS
Each value is shown with the condition stated in the collected English article. Do not compare values across

different test methods, device sizes, operating temperatures or commercial stages without normalizing those
conditions.
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Where the Value Chain Moved

VALUE CHAIN / EVIDENCE

Where the value chain moved

Each stage combines one leading theme and one supporting theme. The report treats handoffs as evidence transfers,

not decorative arrows.

On September 10,
2026, Samsung
Biologics announced a
$262 million
manufacturing
agreement with an

undisclosed European.

The successful FDA
approval and
commercial launch of
oral semaglutide
(Wegovy) and
orforglipron highlight
the critical role.

On September 14,
2026, Evonik initiated
construction for a
significant biotechnolo
gy manufacturing
expansion at its
Fermin.

Target & Delivery Preclinical Clinical Access &
molecule design proof development | portfolio
P01/P06 P02/P0O7 P03/P08 P04/P09 P05/P10

Shilpa Biologicals has
inaugurated a new
GMP-compliant facility
in Pharmacit, India,
dedicated to the
manufacturing of.

EVIDENCE REQUIRED AT EACH HANDOFF

Target & molecule to Delivery

design

Delivery design to Preclinical proof

Preclinical proof to Clinical

development

Clinical development to Access &

portfolio

Ivonescimab, a
first-in-class
PD-1/VEGF bispecific
antibody, demonstrate
d a statistically
significant and
clinically.

Transfer test conditions, acceptance criteria, failure data, owner and decision date.

Recheck reproducibility, biodistribution, toxicity, CMC, trial design and financing.

Transfer test conditions, acceptance criteria, failure data, owner and decision date.

Recheck reproducibility, biodistribution, toxicity, CMC, trial design and financing.

Transfer test conditions, acceptance criteria, failure data, owner and decision date.

Recheck reproducibility, biodistribution, toxicity, CMC, trial design and financing.

Transfer test conditions, acceptance criteria, failure data, owner and decision date.

Recheck reproducibility, biodistribution, toxicity, CMC, trial design and financing.

COMMON CONTROL POINT

No theme moves to a commercial commitment until a named owner has reproduced the
relevant evidence and documented reproducibility, biodistribution, toxicity, CMC, trial
design and financing.
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Priority Map MATURITY / BUSINESS IMPACT

Priority map: maturity and business impact

Samsung Biologics Secures $262M
Business impact up Manufacturing Contract with
European Pharma Amid Peptide
Expansion and

Rani Therapeutics Achieves 84%
Bioavailability for Oral Ustekinumab
Biosimilar; Oral GLP-1s Drive

@@ Commercial

P02

Multiple supply tiers
Evonik Breaks Ground on

P03 . Lo
Biotechnology Expansion in
Slovakia, Strengthening European
Pharmaceutical Manufacturing Hub

P04 Shilpa Biologicals Opens GMP

Facility for ADC Manufacturing in
India's Pharmacit

PO5 Ivonescimab Significantly Improves
@ P08 Overall Survival vs. Pembrolizumab

Multiple customers @ @ 5 in First-Line PD-L1 Positive
@ Advanced NSCLC

Eli Lilly's Foundayo® (Orforglipron)
Receives FDA Approval as First Oral
Non-Peptide GLP-1 Receptor

Lonza to Build New Spray-Drying
Facility in Oregon, US, Bolstering
CDMO Capabilities in

P

Novel Bispecific ADC ICP-B381,
Targeting PSMA and STEAP1,
Approved for Phase 1 Clinical

5l

(=} o
(o=} ~

Single use @

FDA Approves Vertex's Zanvastro:
First Disease-Modifying ASO Therapy
for Alexander Disease

Korsana Biosciences Secures $380
Million in PIPE Financing to Advance
Alzheimer's Disease Pipeline

P10

Research Prototype Joint evaluation  Product adoption Scale

Deployment maturity right

REPRODUCIBLE POSITIONING RULE
Horizontal position uses five discrete stages: Research, Prototype, Joint evaluation, Product adoption and Scale. Vertical position

uses three impact levels: single use, multiple customers and multiple supply tiers. Bubble diameter reflects the editorial score
inherited from the weekly selection rubric.
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Priority Themes 01-02

FACT / READ / ACTION / UNKNOWN

FACT is source-bound. BUSINESS READ, ACTION and UNKNOWN are explicit editorial layers.

P01

A20 | Target & molecule | Product adoption

FACT
On September 10, 2026, Samsung Biologics announced a

$262 million manufacturing agreement with an undisclosed
European pharmaceutical company. This substantial
contract will further accelerate the growth of its CDMO
business and bolster its expanded peptide manufacturing
capabilities, following the acquisition of PolyPeptide.
Samsung Biologics continues its aggressive investments,
including the expansion of its Songdo facilities, to solidify its
leadership in the global biopharmaceutical market.

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 23/25 | MATURITY 4/5 | IMPACT 3/3

Samsung Biologics Secures $262M Manufacturing Contract with European
Pharma Amid Peptide Expansion and

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against PO1.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

A15 | Delivery design | Scale-up

FACT
The successful FDA approval and commercial launch of oral

semaglutide (Wegovy) and orforglipron highlight the critical
role of oral delivery in chronic disease management,
significantly improving patient adherence. Rani
Therapeutics reported promising Phase 1 results for its oral
ustekinumab biosimilar (RT-111), achieving 84%
bioavailability compared to subcutaneous injection, and
positive Phase 1a results for its GLP-1/GLP-2 dual agonist
(RT-114).

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 21/25 | MATURITY 5/5 | IMPACT 2/3

Rani Therapeutics Achieves 84% Bioavailability for Oral Ustekinumab
Biosimilar; Oral GLP-1s Drive Commercial

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P02.

UNKNOWN
Still unproven or incompletely stated: reproducibility,
biodistribution, toxicity, CMC, trial design and financing.
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Priority Themes 03-04

FACT / READ / ACTION / UNKNOWN

FACT is source-bound. BUSINESS READ, ACTION and UNKNOWN are explicit editorial layers.

A19 | Preclinical proof | Product adoption

FACT
On September 14, 2026, Evonik initiated construction for a

significant biotechnology manufacturing expansion at its
Fermin site in Slovakia. This investment aims to bolster the
company's production capacity for active pharmaceutical
ingredients (APIs) and pharmaceutical intermediates,
ensuring enhanced supply security for its clients. The
expansion is a strategic move to reinforce the European
pharmaceutical supply chain and solidify Evonik's
leadership in the biotechnology sector.

WHY IT MATTERS
The decision relevance is target validation, translational

evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 21/25 | MATURITY 4/5 | IMPACT 2/3

Evonik Breaks Ground on Biotechnology Expansion in Slovakia, Strengthening
European Pharmaceutical Manufacturing Hub

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P03.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

P04 .
Pharmacit

A11 | Clinical development | Product adoption

FACT
Shilpa Biologicals has inaugurated a new GMP-compliant

facility in Pharmacit, India, dedicated to the manufacturing
of Antibody-Drug Conjugates (ADCs). This state-of-the-art
facility will provide end-to-end ADC production capabilities,
from preclinical to commercial scales, aiming to meet the
global demand for complex biopharmaceuticals.

WHY IT MATTERS
The decision relevance is target validation, translational

evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 21/25 | MATURITY 4/5 | IMPACT 3/3

Shilpa Biologicals Opens GMP Facility for ADC Manufacturing in India's

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P04.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.
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Priority Themes 05-06

FACT / READ / ACTION / UNKNOWN

FACT is source-bound. BUSINESS READ, ACTION and UNKNOWN are explicit editorial layers.

. Ivonescimab Significantly Improves Overall Survival vs. Pembrolizumab in
- First-Line PD-L1 Positive Advanced NSCLC

A04 | Access & portfolio | Joint evaluation

FACT
Ivonescimab, a first-in-class PD-1/VEGF bispecific antibody,

demonstrated a statistically significant and clinically
meaningful improvement in overall survival (OS) compared
to pembrolizumab as a first-line treatment for PD-L1
positive advanced non-small cell lung cancer (NSCLC). This
groundbreaking data emerged from a pre-specified interim
analysis of the Phase Il HARMONi-2 trial, presented at the
IASLC 2026 World Conference on Lung Cancer (WCLC).

WHY IT MATTERS
The decision relevance is target validation, translational

evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 3/5 | IMPACT 2/3

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P05.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

m Eli Lilly's Foundayo® (Orforglipron) Receives FDA Approval as First Oral

Non-Peptide GLP-1 Receptor
AO5 | Target & molecule | Joint evaluation

FACT
Eli Lilly's Orforglipron, branded as Foundayo®, has received

FDA approval as the latest oral GLP-1 receptor agonist.
Distinguishing itself from oral semaglutide (Wegovy®) as a
small-molecule, non-peptide agent, Foundayo® can be
taken independently of food. Approval was based on two

72-week clinical trials, showing an average weight reduction

of 12.3% in non-diabetic participants and 10% in diabetic

patients, along with improved cardiometabolic parameters.

WHY IT MATTERS
The decision relevance is target validation, translational

evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 3/5 | IMPACT 2/3

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P06.

UNKNOWN

Still unproven or incompletely stated: reproducibility,
biodistribution, toxicity, CMC, trial design and financing.
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Priority Themes 07-08

FACT / READ / ACTION / UNKNOWN

FACT is source-bound. BUSINESS READ, ACTION and UNKNOWN are explicit editorial layers.

P07 irene s
Capabilitiesin

A18 | Delivery design | Research

FACT
Lonza, a leading Swiss CDMO, announced on September 10,

2026, plans to construct a new state-of-the-art
manufacturing facility in Bend, Oregon, specialized in
spray-drying technology. Expected to be operational by
2029, this investment will significantly enhance Lonza's
global CDMO capabilities in particle engineering and
bioavailability optimization.

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 1/5 | IMPACT 2/3

Lonza to Build New Spray-Drying Facility in Oregon, US, Bolstering CDMO

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P07.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

P08
Phase 1 Clinical

A02 | Preclinical proof | Scale-up

FACT

ICP-B381, a novel bispecific antibody-drug conjugate (ADC)
designed to simultaneously target PSMA and STEAP1, has
received approval from Chinese regulatory authorities to
commence Phase 1 clinical trials for prostate cancer. This
dual-targeting strategy aims to overcome resistance
mechanisms associated with single-antigen loss and
enhance drug exposure to tumor cell populations.

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 5/5 | IMPACT 2/3

Novel Bispecific ADC ICP-B381, Targeting PSMA and STEAP1, Approved for

Date not stated

BUSINESS READ

For operating companies, compare the reported change
with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION

Within 30 days, separate platform promise from
program-level evidence, safety and clinical differentiation;
record the evidence and owner against P08.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.
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Priority Themes 09-10

FACT / READ / ACTION / UNKNOWN

FACT is source-bound. BUSINESS READ, ACTION and UNKNOWN are explicit editorial layers.

A09 | Clinical development | Scale-up

Alexander Disease

FACT
The U.S. FDA has approved Zanvastro (zilgannersen), an

antisense oligonucleotide (ASO) therapy from Vertex
Pharmaceuticals, for pediatric and adult patients with
Alexander disease. This marks the first disease-modifying
treatment for this rare and progressive neurological
disorder, which previously had only symptomatic
management.

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 5/5 | IMPACT 1/3

FDA Approves Vertex's Zanvastro: First Disease-Modifying ASO Therapy for

Date not stated

BUSINESS READ
For operating companies, compare the reported change

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION
Within 30 days, separate platform promise from

program-level evidence, safety and clinical differentiation;
record the evidence and owner against P09.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

P10 . N T
Alzheimer's Disease Pipeline

A21 | Access & portfolio | Research

FACT
On September 10, 2026, Korsana Biosciences successfully

completed a $380 million PIPE (Private Investment in Public
Equity) financing to accelerate its Alzheimer's disease (AD)
therapeutic pipeline. This substantial funding ensures the
company has a robust capital runway to continue its
operational plans through 2029, expediting development in
a disease area with significant unmet medical needs.

WHY IT MATTERS

The decision relevance is target validation, translational
evidence, delivery and development economics. The signal
should be tested at the application and operating-system
level, not accepted from a headline alone.

EDITORIAL SCORE 20/25 | MATURITY 1/5 | IMPACT 1/3

Korsana Biosciences Secures $380 Million in PIPE Financing to Advance

Date not stated

BUSINESS READ

For operating companies, compare the reported change
with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
control.

ACTION

Within 30 days, separate platform promise from
program-level evidence, safety and clinical differentiation;
record the evidence and owner against P10.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.
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Playbook and Roadmap

Playbook and 0-5 year roadmap

Operating companies

from program-level
evidence, safety and
clinical differentiation

Materials, equipment and
technology suppliers

manufacturability and
regulatory control

Trading, investment and
legal teams

ROADMAP

separate platform promise

tie formulation, carriers
and analytics to exposure,

Map reproducibility,
biodistribution, toxicity,
CMC, trial design and
financing.

STAKEHOLDER NOW | 0-30 DAYS NEXT | 1-12 MONTHS LATER | 1-5 YEARS

criteria.

customers.

exit.

Run production-like
qualification with explicit
acceptance and stop

Create shared reliability,
process-window and
failure-analysis data with

Contract for capacity,
quality, change notice,
liability, alternatives and

OWNERS / GATES / DELIVERABLES

Build a portfolio and
architecture that can
absorb technology and
supplier changes.

Standardize interfaces,
traceability, lifecycle
support and recovery
services.

Diversify regional,
technical and customer
concentration risk.

NOW | 0-30 DAYS

Evidence ledger

Owner: Strategy + quality
Deliverable: claim, source, condition,

owner

NOW | 0-30 DAYS
Risk screen

Owner: Procurement + legal
Deliverable: unknowns, alternatives,

stop

NEXT | 1-12 MONTHS

Joint qualification

Owner: R&D + supplier
Deliverable: process window and

failure data

NEXT | 1-12 MONTHS
Commercial gate

Owner: Business + finance
Deliverable: unit economics and

capacity

LATER | 1-5 YEARS

Platform strategy

Owner: Executive team
Deliverable: portfolio and interface

roadmap

LATER | 1-5 YEARS
Service layer

Owner: Operations + channel
Deliverable: monitoring, maintenance

and recovery

GO/ NO-GO GATES

GATE OWNER REQUIRED EVIDENCE NO-GO CONDITION

G1 Evidence Quality

G2 Integration R&D

G3 Commercial Business
G4 Lifecycle Operations

Source, test conditions and reproducibility

Interface, process window and failure analysis

Capacity, total cost, contract and alternatives

Monitoring, maintenance, change notice and exit
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Cannot meet system
conditions

Economics or supply cannot
be supported

No accountable operating
plan
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Analyzed Articles 1/2

ANALYZED ARTICLES | ITEMS 01-11

Every title and URL is displayed in full. URLs wrap without shortening and remain clickable. A verified-reference label means the

translated HTML did not retain its original source URL.

“ FULL ARTICLE TITLE FULL SOURCE / VERIFIED REFERENCE URL - CLICKABLE

A01

A02

AO3

A04

A05

A06

A07

A08

A09

Al10

Al

I

Gan & Lee Pharmaceuticals Initiates Phase | Trial for
Once-Weekly Oral GLP-1 Peptide GZC8072 in China, Targeting
Obesity and Type 2 Diabetes

Novel Bispecific ADC ICP-B381, Targeting PSMA and STEAP1,
Approved for Phase 1 Clinical Trials in China for Prostate
Cancer; US IND Submission Underway

BioNTech Announces gotistobart Phase Ill Achieves Median 0OS
of 18.5 Months in Squamous NSCLC at WCLC 2026

lvonescimab Significantly Improves Overall Survival vs.
Pembrolizumab in First-Line PD-L1 Positive Advanced NSCLC

Eli Lilly's Foundayo® (Orforglipron) Receives FDA Approval as
First Oral Non-Peptide GLP-1 Receptor Agonist, Demonstrates
Significant Weight Loss and Cardiometabolic Improvement

Google DeepMind's AlphaFold 3 Achieves Unprecedented
Accuracy in Predicting Molecular Interactions, Driving
Al-Discovered Drugs to Phase Il Trials

Novel Bispecific Antibodies Pumitamig, PF-08634404, and
INCA033890-303 Advance to Phase 3 in Colorectal Cancer Trials

Oral GLP-1 Receptor Agonists Foundayo (Orforglipron) and
Wegovy Pill (Oral Semaglutide) Demonstrate Average Weight
Loss of 12.4% and 16.6% Respectively by 2026

FDA Approves Vertex's Zanvastro: First Disease-Modifying ASO
Therapy for Alexander Disease

Akeso's EGFR/TROP2 Bispecific ADC AK158D1 Cleared for
Phase I Clinical Trial in Advanced Solid Tumors by China's
NMPA

Shilpa Biologicals Opens GMP Facility for ADC Manufacturing
in India's Pharmacit
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FULL TITLES / FULL SOURCE URLS

https://allsci.com/news/first-in-human-trials/oral-glp-1-peptide-gan-lee-
advances-once-weekly/

https://prostatewarriors.com/2026/09/14/soon-to-be-phase-1-for-icp-b3
81-a-new-bispecific-antibody-drug-conjugate-for-mcprc/

https://european-biotechnology.com/background/biontech-adds-clinica
[-weight-to-its-oncology-pivot-at-wclc-2026/

https://ascopost.com/news/september-2026/ivonescimab-significantly-i
mproves-overall-survival-vs-pembrolizumab-in-pd-11-positive-advanced-
nsclc/

https://obesitymedicinereview.com/blog/f/orforglipron-the-new-oral-no

npeptide-glp-1-receptor-agonist

https://newmarketpitch.com/blogs/news/ai-drug-discovery-what-works

https://fightcolorectalcancer.org/september-clinical-trials-2026-roundu
p/

https://www.privatedoc.com/weight-loss/blog/oral-weight-loss-mainten
ance-guide-2026

https://www.healio.com/news/neurology/20260911/fda-approves-zanva
stro-first-diseasemodifying-treatment-for-alexander-disease

https://www.prnewswire.com/news-releases/akesos-egfrtrop2-bispecifi
c-adc-ak158d1-granted-nmpa-phase-i-clearance-for-advanced-solid-tum
ors-marking-its-fourth-clinical-stage-adc-candidate-302881622.html

https://biospectrumjobs.com/new-job-opportunity/shilpa-biologicals-o
pens-gmp-facility-for-adc-manufacturing
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https://allsci.com/news/first-in-human-trials/oral-glp-1-peptide-gan-lee-advances-once-weekly/
https://allsci.com/news/first-in-human-trials/oral-glp-1-peptide-gan-lee-advances-once-weekly/
https://prostatewarriors.com/2026/09/14/soon-to-be-phase-1-for-icp-b381-a-new-bispecific-antibody-drug-conjugate-for-mcprc/
https://prostatewarriors.com/2026/09/14/soon-to-be-phase-1-for-icp-b381-a-new-bispecific-antibody-drug-conjugate-for-mcprc/
https://european-biotechnology.com/background/biontech-adds-clinical-weight-to-its-oncology-pivot-at-wclc-2026/
https://european-biotechnology.com/background/biontech-adds-clinical-weight-to-its-oncology-pivot-at-wclc-2026/
https://ascopost.com/news/september-2026/ivonescimab-significantly-improves-overall-survival-vs-pembrolizumab-in-pd-l1-positive-advanced-nsclc/
https://ascopost.com/news/september-2026/ivonescimab-significantly-improves-overall-survival-vs-pembrolizumab-in-pd-l1-positive-advanced-nsclc/
https://ascopost.com/news/september-2026/ivonescimab-significantly-improves-overall-survival-vs-pembrolizumab-in-pd-l1-positive-advanced-nsclc/
https://obesitymedicinereview.com/blog/f/orforglipron-the-new-oral-nonpeptide-glp-1-receptor-agonist
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#01 Gan & Lee Pharmaceuticals Initiates Phase | Trial
for Once-Weekly Oral GLP-1 Peptide GZC8072 in
China, Targeting Obesity and Type 2 Diabetes

Published September 11, 2026 AllSci China

| OVERVIEW

Gan & Lee Pharmaceuticals Co., Ltd. has commenced its Phase | clinical trial for
GZC8072, a novel once-weekly oral GLP-1 receptor peptide agonist, targeting type 2
diabetes and weight management in overweight or obese individuals. The multi-
center, randomized, double-blind, placebo-controlled study will enroll 112 participants
across single ascending dose (SAD) and multiple ascending dose (MAD) cohorts to
assess safety, tolerability, pharmacokinetics, and pharmacodynamics. This oral
peptide represents a significant step towards enhancing patient convenience and
adherence in the GLP-1 market, which is currently dominated by injectable

formulations.



| IN DEPTH

Key Findings

Gan & Lee Pharmaceuticals Co., Ltd., a prominent Chinese pharmaceutical company,
has announced the dosing of the first subject in its Phase | clinical trial for GZC8072.

This investigational drug is a novel once-weekly oral peptide GLP-1 receptor agonist,
designed to address Type 2 Diabetes Mellitus (T2DM) and weight management in

individuals who are overweight or obese.

Technical / Clinical Details

The Phase | trial (CTR20263271) is structured as a multi-center, randomized, double-
blind, placebo-controlled study with two main components. The first part involves a
Single Ascending Dose (SAD) regimen in healthy adult participants, focusing on
preliminary safety and pharmacokinetic profiling of GZC8072. The second part, a
Multiple Ascending Dose (MAD) study, will enroll overweight or obese subjects to
evaluate the drug's sustained safety, tolerability, and pharmacodynamic effects over a
longer period. A total of 112 participants are slated to be enrolled, aiming to

comprehensively characterize the initial human profile of GZC8072.

Background & Context

GLP-1 receptor agonists have revolutionized the treatment landscape for T2DM and
obesity, offering substantial benefits in glycemic control and weight reduction. However,
a major limitation of many existing GLP-1 agonists is their injectable administration,
which can pose compliance challenges for patients requiring long-term therapy. The
development of a once-weekly oral peptide GLP-1 receptor agonist like GZC8072
represents a significant advancement in drug delivery, promising enhanced patient
convenience and potentially higher adherence rates. An oral formulation could
significantly broaden patient access to GLP-1 therapies, by mitigating needle-related

anxieties and logistical burdens, thereby impacting a broader market segment.



Strategic Significance & Outlook

The successful progression of GZC8072 into Phase | clinical trials marks a crucial step
in the pursuit of more patient-friendly diabetes and obesity treatments. Positive
outcomes from this study could pave the way for larger-scale clinical development,
potentially establishing GZC8072 as a transformative therapeutic option that improves
patient quality of life. The combination of once-weekly dosing and oral administration
offers a clear competitive advantage over current injectable options, making GZC8072 a

highly anticipated candidate in the global metabolic disease market.

Source: https://allsci.com/news/first-in-human-trials/oral-glp-1-peptide-gan-lee-advances-once-weekly/
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#02 Novel Bispecific ADC ICP-B381, Targeting PSMA
and STEAP1, Approved for Phase 1 Clinical Trials in
China for Prostate Cancer; US IND Submission
Underway

Published September 14, 2026  Prostate Warriors China

| OVERVIEW

ICP-B381, a novel bispecific antibody-drug conjugate (ADC) designed to
simultaneously target PSMA and STEAP1, has received approval from Chinese
regulatory authorities to commence Phase 1 clinical trials for prostate cancer. This
dual-targeting strategy aims to overcome resistance mechanisms associated with
single-antigen loss and enhance drug exposure to tumor cell populations. Preclinical
models demonstrated superior tumor inhibition compared to monospecific ADCs,
particularly in prostate cancer models with low PSMA and STEAP1 expression. A US

Investigational New Drug (IND) application is also anticipated in September 2026.



| IN DEPTH

Key Findings

ICP-B381, an innovative bispecific antibody-drug conjugate (ADC) targeting prostate-
specific membrane antigen (PSMA) and six-transmembrane epithelial antigen of
prostate 1 (STEAP1), has received approval from Chinese regulatory authorities to
proceed with Phase 1 clinical trials for prostate cancer. This dual-targeting approach
aims to circumvent resistance mechanisms often observed with single-target therapies,

thereby broadening the exposure of the ADC to heterogeneous tumor cell populations.

Technical / Clinical Details

The distinctive feature of ICP-B381 lies in its engineering as a bispecific antibody,
capable of recognizing and binding to both PSMA and STEAP1, two antigens highly
expressed in prostate cancer cells. This design strategy is intended to overcome the
potential for tumor cells to evade treatment by downregulating a single antigen. In
preclinical animal models, ICP-B381 demonstrated superior tumor suppressive effects
compared to its monospecific ADC counterparts, particularly in 22Rv1 prostate cancer
xenograft models characterized by low PSMA and very low STEAP1 expression. This
suggests that the bispecific design offers an advantage in targeting tumors with
heterogeneous or low antigen expression. The ADC incorporates a potent cytotoxic
payload linked via a specific linker, enabling targeted drug delivery to cancer cells while

minimizing systemic toxicity.

Background & Context

Metastatic castration-resistant prostate cancer (NCRPC) remains a challenging disease
with significant unmet medical needs. While PSMA-targeted therapies have shown
promise, their efficacy can be limited by heterogeneous PSMA expression or loss in
some patients. STEAP1 is another emerging target in prostate cancer, with various
therapeutic strategies under investigation. The bispecific approach of ICP-B381 aims to
synergistically leverage both targets, potentially improving response rates and extending
the therapeutic window beyond what single-target ADCs can achieve. This innovative
design addresses a critical limitation in current ADC therapies, which can be susceptible

to tumor escape mechanisms via antigen downregulation.



Strategic Significance & Outlook

Following the initiation of clinical trials in China, an Investigational New Drug (IND)
application in the United States is planned for September 2026, highlighting a rapid
global development strategy for ICP-B381. The Phase 1 trial will primarily evaluate the
safety, tolerability, pharmacokinetics, and preliminary anti-tumor activity in human
subjects. If successful, ICP-B381 could represent a significant advancement in the
treatment of prostate cancer, offering a novel, more robust therapeutic option for patients
with this difficult-to-treat malignancy. The progress of this bispecific ADC will be closely

watched by the oncology community.

Source: https://prostatewarriors.com/2026/09/14/soon-to-be-phase-1-for-icp-b381-a-new-bispecific-

antibody-drug-conjugate-for-mcprc/
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#03 BioNTech Announces gotistobart Phase lli

Achieves Median OS of 18.5 Months in Squamous
NSCLC at WCLC 2026

Published September 14, 2026  european biotechnology = Germany

| OVERVIEW

At the World Conference on Lung Cancer (WCLC) 2026 in Seoul, BioNTech
presented pivotal data from the Phase |Il PRESERVE-003 trial for gotistobart
(BNT316/ONC-392), a pH-sensitive anti-CTLA-4 antibody. The study demonstrated a
statistically and clinically significant improvement in overall survival (OS) for
previously treated squamous non-small cell lung cancer (NSCLC) patients, with a
median OS of 18.5 months in the gotistobart arm versus 10.0 months in the docetaxel
arm. BioNTech also reported encouraging long-term data for its bispecific antibody
pumitamig and early results for pumitamig-ADC combinations, signaling promising
anti-tumor activity across multiple tumor types. These findings suggest a potential

new standard of care for difficult-to-treat lung cancers.



| IN DEPTH

Key Findings

BioNTech unveiled compelling clinical data from its oncology pipeline at the World
Conference on Lung Cancer (WCLC) 2026 in Seoul. A highlight was the Phase IlI
PRESERVE-003 trial for gotistobart (BNT316/ONC-392), a pH-sensitive anti-CTLA-4
antibody. This study demonstrated a statistically significant and clinically meaningful
improvement in overall survival (OS) for previously treated patients with squamous non-
small cell lung cancer (NSCLC) compared to docetaxel, achieving a median OS of 18.5

months in the gotistobart arm versus 10.0 months in the docetaxel arm.

Technical / Clinical Details

Gotistobart (BNT316/ONC-392) is a novel anti-CTLA-4 antibody engineered with pH
sensitivity. This unique characteristic allows it to preferentially bind to CTLA-4 in acidic
tumor microenvironments while reducing binding in normal tissues. The design aims to
enhance anti-tumor efficacy and mitigate immune-related adverse events (irAEs)
commonly associated with conventional CTLA-4 inhibitors, thereby improving the
therapeutic index. The 8.5-month increase in median OS in the PRESERVE-003 trial,
conducted in a challenging squamous NSCLC patient population, represents a critical
clinical advancement and suggests that gotistobart could establish a new benchmark for

treatment in this setting.

In addition to gotistobart, BioNTech also reported long-term safety and efficacy data for
its bispecific antibody, pumitamig, and early results from combination therapies involving
pumitamig-antibody-drug conjugates (ADCs). Pumitamig showed promising signals of
anti-tumor activity across several tumor types, indicating BioNTech's diversified strategy

in expanding the frontiers of solid tumor treatment with various modalities.



Background & Context

NSCLC remains a leading cause of cancer-related mortality globally, with squamous
NSCLC being a particularly difficult-to-treat subtype. While immune checkpoint inhibitors
have become a standard of care for advanced NSCLC, not all patients respond, and
resistance mechanisms are a persistent challenge. CTLA-4 inhibition is a potent
mechanism for activating anti-tumor immunity, but its systemic immune activation has
historically led to severe adverse events. Gotistobart's pH-sensitive design offers a
potential solution to this therapeutic dilemma by potentially localizing immune activation
to the tumor site, thereby improving the balance between efficacy and safety. BioNTech
leverages its expertise gained from mRNA vaccine development to advance its oncology

pipeline, which is under close scrutiny from the entire pharmaceutical industry.

Strategic Significance & Outlook

The positive results from the PRESERVE-003 trial for gotistobart are highly encouraging
and hold the potential to significantly expand treatment options for patients with
squamous NSCLC. Regulatory submissions to agencies like the FDA and EMA are
expected to proceed rapidly, with anticipation for this drug to reach patients in the near
future. Furthermore, the early data on pumitamig reinforces BioNTech's robust and
diversified oncology approach, indicating that the company's entire pipeline could have a
substantial impact on future cancer treatment. These advancements underscore the
success of next-generation cancer treatment strategies that merge immunotherapy and

targeted therapies for intractable cancers.

Source: https://european-biotechnology.com/background/biontech-adds-clinical-weight-to-its-oncology-
pivot-at-wclc-2026/
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#04 Ivonescimab Significantly Improves Overall
Survival vs. Pembrolizumab in First-Line PD-L1
Positive Advanced NSCLC

Published September 15, 2026 The ASCO Post  Unknown

| OVERVIEW

Ivonescimab, a first-in-class PD-1/VEGF bispecific antibody, demonstrated a
statistically significant and clinically meaningful improvement in overall survival (OS)
compared to pembrolizumab as a first-line treatment for PD-L1 positive advanced
non-small cell lung cancer (NSCLC). This groundbreaking data emerged from a pre-
specified interim analysis of the Phase Il HARMONI-2 trial, presented at the IASLC
2026 World Conference on Lung Cancer (WCLC). The results suggest Ivonescimab
could become a superior therapeutic option, potentially altering the treatment

paradigm for advanced NSCLC patients.



| IN DEPTH

Key Findings

A significant breakthrough has been announced for the treatment of PD-L1 positive
advanced non-small cell lung cancer (NSCLC). lvonescimab, a first-in-class PD-1/VEGF
bispecific antibody, demonstrated a statistically significant and clinically meaningful
improvement in overall survival (OS) when compared to the current standard of care,
pembrolizumab, in patients receiving first-line treatment. This pivotal data was derived
from a pre-specified interim analysis of the Phase Il HARMON:I-2 study, presented at the
International Association for the Study of Lung Cancer (IASLC) 2026 World Conference
on Lung Cancer (WCLC) in Seoul, South Korea.

Technical / Clinical Details

Ivonescimab is an innovative bispecific antibody designed to simultaneously target two
critical pathways in cancer: the programmed death-1 (PD-1) pathway and the vascular
endothelial growth factor (VEGF) pathway. By inhibiting PD-1, it aims to reactivate anti-
tumor T-cell responses, similar to conventional immune checkpoint inhibitors.
Concurrently, by inhibiting VEGF, it suppresses tumor angiogenesis, which starves the
tumor of nutrients, and also modulates the tumor microenvironment to make it more
permissive to immune cell infiltration and activity. The Phase Il HARMONi-2 trial
compared Ivonescimab monotherapy against pembrolizumab monotherapy in patients
with PD-L1 positive advanced NSCLC. The superior OS demonstrated by lvonescimab
suggests that its dual mechanism of action may overcome some of the limitations of
single-target immune checkpoint inhibitors. While specific median OS values, hazard
ratios, and detailed safety profiles were not explicitly provided in the interim analysis
report, the emphasis on statistical significance and clinical meaningfulness underscores

the profound impact of these results.



Background & Context

NSCLC is a leading cause of cancer-related deaths globally, and for patients with
advanced disease, especially those with high PD-L1 expression, immune checkpoint
inhibitors (ICls) have become a cornerstone of therapy. Pembrolizumab (Keytruda®) is
one of the most prominent drugs in this class. However, a substantial number of patients
either do not respond to ICls or develop resistance over time, creating a persistent need
for more effective treatment strategies. The rationale for targeting both PD-1 and VEGF
with a bispecific antibody is strong, as it addresses two key drivers of cancer progression
—immune evasion and angiogenesis—simultaneously. This synergistic approach is
hypothesized to deliver superior clinical outcomes by creating a more potent and
comprehensive anti-tumor effect, and by re-educating the tumor microenvironment for

enhanced immune attack.

Strategic Significance & Outlook

The highly positive OS results for Ivonescimab from the HARMONI-2 study have the
potential to fundamentally shift the treatment paradigm for PD-L1 positive advanced
NSCLC. This evidence strongly supports the notion that bispecific antibodies can offer
enhanced clinical benefits over existing monoclonal antibodies. Anticipation is high for
the release of detailed clinical data, including median OS, PFS, objective response
rates, and comprehensive safety profiles. Regulatory submissions for approval are
expected to follow swiftly. Should Ivonescimab gain approval, it would provide a new,
more powerful first-line treatment option for advanced NSCLC patients, leading to
improved long-term outcomes and offering renewed hope to a patient population in dire

need of therapeutic advancements.

Source: https://ascopost.com/news/september-2026/ivonescimab-significantly-improves-overall-survival-

vs-pembrolizumab-in-pd-I1-positive-advanced-nsclc/
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#05 Eli Lilly's Foundayo® (Orforglipron) Receives FDA
Approval as First Oral Non-Peptide GLP-1 Receptor
Agonist, Demonstrates Significant Weight Loss and
Cardiometabolic Improvement

Published September 13, 2026  Obesity Medicine Review Unknown

| OVERVIEW

Eli Lilly's Orforglipron, branded as Foundayo®, has received FDA approval as the
latest oral GLP-1 receptor agonist. Distinguishing itself from oral semaglutide
(Wegovy®) as a small-molecule, non-peptide agent, Foundayo® can be taken
independently of food. Approval was based on two 72-week clinical trials, showing an
average weight reduction of 12.3% in non-diabetic participants and 10% in diabetic
patients, along with improved cardiometabolic parameters. Foundayo® introduces a

new, highly convenient option to the obesity and type 2 diabetes treatment market.



| IN DEPTH

Key Findings

Orforglipron, developed by Eli Lilly and branded as Foundayo®, has received approval
from the U.S. Food and Drug Administration (FDA) as the newest oral GLP-1 receptor
agonist. Foundayo® is expected to bring significant advancements in the treatment of

obesity and Type 2 Diabetes Mellitus (T2DM) due to its innovative characteristics.

Technical / Clinical Details

Foundayo® stands apart from existing GLP-1 agonists as a small-molecule, non-peptide
GLP-1 receptor agonist. Unlike traditional peptide-based GLP-1 receptor agonists (e.g.,
injectable Ozempic®/Wegovy® or oral Rybelsus®) which often require specific
formulations or strict administration conditions (such as timing relative to meals for
optimal absorption), Foundayo® offers the significant advantage of being able to be
taken with or without food. This non-peptide small-molecule structure facilitates

improved absorption from the gastrointestinal tract, optimizing its oral bioavailability.

The drug's approval is underpinned by data from two comprehensive 72-week clinical

trials. In these trials, Foundayo® demonstrated remarkable efficacy:

* **Weight Reduction**: Participants without diabetes achieved an average weight loss
of 12.3%, while those with Type 2 Diabetes experienced an average weight loss of
10%. These figures highlight its potent therapeutic effect for individuals with obesity

and overweight conditions.

* **Improved Cardiometabolic Parameters**: Beyond weight loss, significant
improvements were also observed across multiple cardiometabolic parameters,
including blood glucose levels, blood pressure, and lipid profiles. This suggests its
potential to mitigate the risks associated with diabetes and obesity-related

complications.



Background & Context

GLP-1 receptor agonists have established themselves as one of the most effective
classes of drugs for managing T2DM and obesity. However, a primary challenge has
been patient convenience and adherence, as most GLP-1 receptor agonists are
injectables or, if oral, come with restrictive administration requirements. The introduction
of an oral, non-peptide GLP-1 receptor agonist like Foundayo®, which can be taken
independently of meals, provides a groundbreaking solution to this problem. This
innovation creates a more accessible and sustainable treatment option for patients who

may have needle phobia or busy lifestyles.

Strategic Significance & Outlook

The FDA approval of Foundayo® is poised to make a substantial impact on the obesity
and T2DM treatment markets. Its convenient oral administration and meal-independent
dosing profile have the potential to significantly broaden its patient reach and capture
considerable market share. In a competitive landscape with other successful GLP-1
receptor agonists, Foundayo® is expected to carve out a unique niche. This drug not
only promises to enhance the quality of life for patients but also offers new hope in
addressing the significant public health challenges posed by diabetes and obesity. Eli
Lilly aims to further solidify its leadership in the field of metabolic disease treatment with

Foundayo®.

Source: https://obesitymedicinereview.com/blog/f/orforglipron-the-new-oral-nonpeptide-glp-1-receptor-

agonist
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#06 Google DeepMind's AlphaFold 3 Achieves
Unprecedented Accuracy in Predicting Molecular

Interactions, Driving Al-Discovered Drugs to Phase llI
Trials

Published September 10, 2026 New Market Pitch  Unknown

| OVERVIEW

Al drug discovery is now fully functional in structural prediction, molecular design,
lead optimization, and protein engineering. Google DeepMind and Isomorphic Labs'
AlphaFold 3 demonstrates superior accuracy over traditional docking tools in
predicting interactions between proteins, DNA, RNA, small molecules, and ions. Early
Al-discovered molecules show exceptional Phase | success rates of 80-90%, with
programs like Rentosertib and GB-0895 already progressing to Phase Il clinical

trials, significantly accelerating drug development.



| IN DEPTH

Key Findings

Artificial intelligence is proving to be a highly effective and functional tool across critical
stages of drug discovery, including structural prediction, molecular design, lead
optimization, and protein engineering. A significant milestone has been achieved with the
unveiling of AlphaFold 3 by Google DeepMind and Isomorphic Labs, which
demonstrates unprecedented accuracy in predicting interactions between a diverse
range of biomolecules such as proteins, DNA, RNA, small molecules, and ions. This new
model substantially outperforms conventional docking tools, heralding a new era for
understanding molecular interactions and accelerating the identification of promising

drug candidates.

Technical/Clinical Details

AlphaFold 3's advanced predictive capabilities enable researchers to meticulously
understand how drug candidates bind to their target proteins at an atomic level. This
precision allows for a more efficient and accurate screening of vast compound libraries,
pinpointing molecules with the highest potential therapeutic efficacy for specific
diseases. Furthermore, initial Al-discovered molecules have shown remarkable success
rates in Phase | clinical trials, with 80% to 90% progressing, a figure significantly higher
than the approximate 50% success rate seen with traditionally developed drugs. Notable
Al-derived programs, including Rentosertib and GB-0895, have already advanced to
Phase Il clinical trials, demonstrating Al's tangible impact beyond early research into

late-stage clinical development.

Background & Context

The traditional drug discovery pipeline is notorious for its exorbitant costs, protracted
timelines, and high failure rates. Out of thousands of potential compounds, only a
handful make it to clinical trials, and even fewer receive regulatory approval. Al's
integration into this process promises a fundamental transformation, addressing these
inefficiencies head-on. By applying Al across all phases—from molecular structure
prediction and rational drug design to preclinical lead optimization—the industry
anticipates a significant reduction in development timelines and a marked increase in
success probabilities. This paradigm shift is driving accelerated investment in Al

technologies across the pharmaceutical sector.



Strategic Significance & Outlook

The advent of high-performance Al models like AlphaFold 3 is set to revolutionize the
future of drug discovery. As Al continues to evolve, it will deepen our understanding of
complex biological systems and disease mechanisms, paving the way for
groundbreaking therapies for previously untreatable conditions. The increasing
automation of drug discovery processes will empower human scientists to concentrate
on more strategic and creative endeavors, ultimately contributing to monumental
advancements in healthcare. This technology is also a cornerstone for the realization of
personalized and precision medicine, positioning Al as a leading force in shaping the

next generation of medical treatments and interventions.

Source: https://newmarketpitch.com/blogs/news/ai-drug-discovery-what-works
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#07 Novel Bispecific Antibodies Pumitamig, PF-
08634404, and INCA033890-303 Advance to Phase 3 in
Colorectal Cancer Trials

Published September 17, 2026  Fight Colorectal Cancer USA

2006 03

| OVERVIEW

The September 2026 Colorectal Cancer (CRC) clinical trial roundup highlights
several promising Phase 3 studies featuring novel bispecific antibodies. These
include pumitamig (targeting PD-L1 and VEGF-A), Pfizer's PF-08634404 (targeting
PD-1 and VEGF), and INCA033890-303 (targeting PD-1 and TGFBR2). These agents
are being evaluated in combination with standard chemotherapy, including for
previously untreated metastatic CRC patients, aiming to improve treatment outcomes

by simultaneously engaging multiple oncogenic pathways.



| IN DEPTH

Key Findings

The September 2026 Colorectal Cancer (CRC) clinical trial roundup reveals significant
progress in the development of next-generation therapies, with several innovative Phase
[l trials currently underway. A key focus is on novel bispecific antibodies that combine
immune checkpoint inhibition with anti-angiogenic or immune-modulatory effects, aiming
to improve outcomes for patients with advanced or metastatic CRC when combined with
standard chemotherapy. This multi-pronged approach seeks to overcome the limitations

of single-target therapies in CRC.

Technical/Clinical Details

Several pivotal Phase Il trials are ongoing:

e ROSETTA CRC-203 Study: This trial investigates pumitamig, an investigational
bispecific antibody, in combination with standard chemotherapy. Pumitamig targets
both PD-L1 (Programmed Death-Ligand 1) and VEGF-A (Vascular Endothelial
Growth Factor A). By inhibiting PD-L1, it disarms immune checkpoints to unleash T-
cell activity against tumors, while VEGF-A inhibition curtails tumor angiogenesis,

thereby disrupting nutrient supply and enhancing anti-tumor effects.

o Pfizer’'s PF-08634404 Study: This Phase lll trial evaluates Pfizer's investigational
bispecific antibody, PF-08634404, which targets both PD-1 (Programmed Death
Receptor 1) and VEGF. The dual blockade is expected to synergistically activate the
immune system through PD-1 inhibition and improve the tumor microenvironment for

immune cell infiltration through VEGF inhibition.

* INCA033890-303 Study: This Phase Il trial explores INCA033890-303, a bispecific
antibody targeting PD-1 and TGFBR2 (Transforming Growth Factor beta Receptor 2).
TGFB is a potent immunosuppressive cytokine, and blocking its pathway aims to
reverse tumor microenvironment-induced immunosuppression, thereby enhancing
the efficacy of PD-1 inhibition. This trial specifically targets previously untreated
microsatellite stable (MSS) metastatic CRC patients, a population that has historically
shown poor responses to immunotherapies, potentially offering a new therapeutic

avenue.



These bispecific antibodies are designed to leverage multiple distinct mechanisms of
action, simultaneously targeting various pathways critical for cancer cell proliferation,
immune evasion, and angiogenesis, with the expectation of achieving more potent and

durable anti-tumor responses.

Background & Context

Colorectal cancer remains one of the leading causes of cancer-related mortality globally,
and the prognosis for metastatic CRC, especially the MSS subtype, continues to be
challenging. MSS CRC is known for its low response rates to immune checkpoint
inhibitors, making the development of novel treatments for this patient population a
critical unmet need. Bispecific antibodies, with their ability to target multiple pathways
concurrently, represent a cutting-edge class of antibody therapeutics that can achieve
therapeutic effects unattainable by single-agent approaches. The success of these

Phase lll trials could signify a major breakthrough in CRC treatment.

Strategic Significance & Outlook

The outcomes of these Phase lll trials are poised to significantly impact CRC treatment
guidelines. Should agents like INCA033890-303 prove successful for MSS metastatic
CRC patients, they could establish new standards of care for a population that currently
lacks effective immunotherapy options. The advancement of these bispecific antibodies
underscores a broader trend towards more personalized and multi-faceted cancer
treatments, promising to extend survival and enhance the quality of life for CRC patients
worldwide. The scientific and clinical communities eagerly await the forthcoming results

from these groundbreaking studies.

Source: https://fightcolorectalcancer.org/september-clinical-trials-2026-roundup/
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#08 Oral GLP-1 Receptor Agonists Foundayo
(Orforglipron) and Wegovy Pill (Oral Semaglutide)
Demonstrate Average Weight Loss of 12.4% and 16.6%
Respectively by 2026

Published September 18, 2026 PrivateDoc® Unknown

| OVERVIEW

By 2026, two oral GLP-1 receptor agonists, Foundayo (orforglipron) and Wegovy pill
(oral semaglutide), are approved for weight management in the UK. Foundayo, a
small-molecule non-peptide, can be taken with or without food and showed an
average weight reduction of 11.1% to 12.4% over 72 weeks in the ATTAIN trial.
Wegovy pill, utilizing SNAC technology for enhanced absorption of semaglutide,
achieved an average weight loss of 16.6% over 64 weeks, significantly expanding

oral options for obesity treatment.



| IN DEPTH

Key Findings

As of 2026, the United Kingdom has approved two oral GLP-1 receptor agonists,
Foundayo (orforglipron) and Wegovy pill (oral semaglutide), for weight management.
Foundayo demonstrated an average weight reduction ranging from 11.1% to 12.4% over
72 weeks, while the Wegovy pill achieved an average weight loss of 16.6% over 64
weeks. These oral formulations represent a significant advancement, offering effective

alternatives to injectable medications for individuals struggling with obesity.

Technical/Clinical Details

Foundayo (orforglipron), developed by Eli Lilly, is a novel small-molecule non-peptide
GLP-1 receptor agonist. Its non-peptide nature provides the distinct advantage of being
orally bioavailable and can be taken independently of food, enhancing patient
convenience. Data from the ATTAIN trial reported that participants experienced an
average weight reduction of 11.1% to 12.4% over a 72-week treatment period, indicating

clinically meaningful efficacy.

In contrast, the Wegovy pill is an oral formulation of semaglutide, originally developed by
Novo Nordisk as an injectable. This oral version incorporates an absorption enhancer,
sodium N-(8-[2-hydroxybenzoyllamino)caprylate (SNAC), a salicylic acid derivative, to
facilitate the absorption of semaglutide in the stomach. Clinical trials, part of the
PIONEER program, showed that the Wegovy pill achieved an impressive average
weight loss of 16.6% over 64 weeks, demonstrating superior efficacy compared to

Foundayo in the presented data.

Both drugs exert their effects by activating GLP-1 receptors, leading to glucose-
dependent insulin secretion, suppressed glucagon release, delayed gastric emptying,
and reduced appetite. The oral administration route is a significant benefit for patients
who prefer not to use injectable medications, thereby potentially improving adherence to

treatment regimens.



Background & Context

Obesity is a global public health crisis, increasing the risk of numerous associated
conditions, including diabetes, cardiovascular diseases, and certain cancers. GLP-1
receptor agonists have emerged as a cornerstone of obesity treatment due to their
robust weight-loss effects and favorable safety profiles. The introduction of oral
formulations like Foundayo and the Wegovy pill, complementing the previously dominant
injectable versions, is expected to dramatically enhance patient convenience and
improve treatment adherence. This expansion of accessible and effective treatments is

crucial for better management of obesity-related comorbidities.

Strategic Significance & Outlook

The broader availability of oral GLP-1 receptor agonists is poised to significantly
transform the obesity treatment market. Patients will gain greater flexibility in choosing a
treatment method that aligns with their lifestyle and preferences, leading to improved
access to care. Future developments are likely to see even more oral GLP-1 agonists
entering the market, further diversifying options and elevating the standard of care for
obesity prevention and management. These oral medications are expected to play a
central role in long-term obesity management strategies, offering a sustained and

convenient approach to weight loss and metabolic health.

Source: https://www.privatedoc.com/weight-loss/blog/oral-weight-loss-maintenance-guide-2026
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#09 FDA Approves Vertex's Zanvastro: First Disease-
Modifying ASO Therapy for Alexander Disease

Published September 12, 2026 Healio USA

| oveERVIEW

The U.S. FDA has approved Zanvastro (zilgannersen), an antisense oligonucleotide
(ASO) therapy from Vertex Pharmaceuticals, for pediatric and adult patients with
Alexander disease. This marks the first disease-modifying treatment for this rare and
progressive neurological disorder, which previously had only symptomatic
management. Zanvastro operates by reducing the accumulation of glial fibrillary
acidic protein (GFAP) in astrocytes, directly addressing the root cause of the disease

and offering a novel therapeutic pathway.



| IN DEPTH

Key Findings: FDA Approves First Disease-Modifying Alexander Disease

Treatment

The U.S. Food and Drug Administration (FDA) has granted approval to Zanvastro
(zilgannersen), an antisense oligonucleotide (ASO) therapy developed by Vertex
Pharmaceuticals, for the treatment of Alexander disease in both pediatric and adult
patients. This monumental decision marks Zanvastro as the first disease-modifying
therapy for this devastating, progressive neurological disorder, representing a significant
advancement over previous symptomatic treatments. The approval underscores the
growing potential of ASO technology in addressing severe unmet medical needs in rare

neurological conditions.

Technical & Clinical Details: ASO Mechanism Targeting GFAP Accumulation

Alexander disease is a rare and often fatal genetic disorder characterized by the
abnormal accumulation of glial fibrillary acidic protein (GFAP) within astrocytes, leading
to damage in the brain's white matter. Zanvastro's mechanism of action involves the
targeted reduction of GFAP protein expression. Clinical trials, which included both
pediatric and adult participants, demonstrated a statistically significant decrease in
GFAP levels following Zanvastro administration. This reduction was associated with
observed improvements in neurological symptoms and a delayed progression of the
disease. The therapy exhibited a generally favorable safety profile, with a low incidence

of serious adverse events.

Background & Industry Context: Impact on Rare Disease Drug Development

With Alexander disease being an ultra-rare condition, effective therapeutic options have
historically been severely limited. The approval of Zanvastro highlights the increasing
importance of developing treatments for diseases with high unmet medical needs,
particularly leveraging nucleic acid-based drug platforms like ASOs. Vertex
Pharmaceuticals, known for its innovative approaches to genetic and neurological
disorders, is expected to accelerate its investment in its pipeline and ASO technologies
following this success. Furthermore, this approval is anticipated to stimulate research

and development of similar therapeutic strategies for other rare neurological conditions.



Future Outlook: Patient Access and Market Implications

Zanvastro's market entry provides Alexander disease patients with their first opportunity
for a treatment that addresses the underlying cause of their condition. Key challenges
ahead include ensuring broad patient access to this specialized therapy and
continuously monitoring its long-term efficacy and safety. This groundbreaking
development is poised to contribute significantly to the expansion of the rare disease
therapeutics market for antisense technologies, creating new avenues for neuroscience
research and drug discovery. For investors, it signals heightened interest in companies

at the forefront of ASO-based drug development.

Source: https://www.healio.com/news/neurology/20260911/fda-approves-zanvastro-first-

diseasemodifying-treatment-for-alexander-disease
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#10 Akeso's EGFR/TROP2 Bispecific ADC AK158D1

Cleared for Phase | Clinical Trial in Advanced Solid
Tumors by China's NMPA

Published September 17, 2026 PR Newswire China

| OVERVIEW

Akeso Inc., a Chinese biopharmaceutical company, announced that its EGFR and
TROP2 bispecific antibody-drug conjugate (ADC) candidate, AK158D1, has received
clearance from China's National Medical Products Administration (NMPA) for a Phase
| clinical trial in patients with advanced malignant solid tumors. This marks Akeso's
fourth clinical-stage ADC, with preclinical data demonstrating potent antitumor activity
and a favorable safety profile. The dual-targeting strategy aims to overcome drug

resistance and enhance therapeutic efficacy compared to single-target ADCs.



| IN DEPTH

Key Findings: Akeso's Bispecific ADC Cleared for Clinical Trials in China

Akeso Inc., a leading Chinese biopharmaceutical company, has announced that its
innovative bispecific antibody-drug conjugate (ADC) candidate, AK158D1, has received
clearance from the National Medical Products Administration (NMPA) of China to initiate
a Phase | clinical trial. This trial will evaluate AK158D1 in patients with advanced
malignant solid tumors. AK158D1, which targets both EGFR and TROP2, represents
Akeso's fourth clinical-stage ADC candidate, significantly bolstering its oncology pipeline.
Preclinical studies have indicated robust anti-tumor activity and a favorable safety

profile, paving the way for its progression into human trials.

Technical & Clinical Details: Dual-Targeting Strategy for Enhanced Efficacy

AK158D1 is engineered as a bispecific antibody, simultaneously binding to Epidermal
Growth Factor Receptor (EGFR) and Tropomyosin-related Kinase Receptor 2 (TROP2),
both of which are frequently overexpressed in various solid tumors. This dual-targeting
mechanism is designed to improve the specificity and internalization of the drug into
cancer cells, leading to more effective delivery of its cytotoxic payload. By engaging two
distinct targets, AK158D1 holds the potential to mitigate tumor heterogeneity and
circumvent resistance mechanisms often observed with single-target therapies, thereby
enhancing overall treatment efficacy. While specific details on the payload remain

undisclosed, the design suggests the use of a stable linker and a potent cytotoxic agent.

Background & Industry Context: Evolving ADC Landscape and Chinese

Innovation

The global antibody-drug conjugate market is experiencing rapid growth, with fierce
competition among pharmaceutical giants and biotech innovators. EGFR and TROP2
are well-validated targets implicated in a wide array of solid tumors, including lung,
breast, and gastric cancers, making AK158D1's dual-targeting approach highly
promising for broad application. China has emerged as a significant player in
biopharmaceutical research and development, with companies like Akeso increasingly
contributing innovative ADC technologies to the global stage. This clearance further

solidifies China's position in advanced cancer therapy development.



Future Outlook: Pipeline Expansion and Addressing Unmet Needs

The Phase | clinical trial for AK158D1 will primarily assess its safety, tolerability,
pharmacokinetics, and preliminary anti-tumor activity in patients with advanced solid
tumors. Positive results from this initial phase would facilitate progression to larger,
pivotal trials, potentially offering a crucial treatment option for patients who have
exhausted existing therapies. Akeso's robust portfolio of four clinical-stage ADC
candidates demonstrates its commitment to developing next-generation cancer
treatments. This advancement is expected to address significant unmet medical needs
in oncology and could attract further investment and partnerships in the burgeoning ADC

sector.

Source: https://www.prnewswire.com/news-releases/akesos-egfrtrop2-bispecific-adc-ak158d1-granted-
nmpa-phase-i-clearance-for-advanced-solid-tumors-marking-its-fourth-clinical-stage-adc-candidate-
302881622.html
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#11 Shilpa Biologicals Opens GMP Facility for ADC
Manufacturing in India's Pharmacit

Published September 15, 2026  Biospectrum Jobs India

| oveERVIEW

Shilpa Biologicals has inaugurated a new GMP-compliant facility in Pharmacit, India,
dedicated to the manufacturing of Antibody-Drug Conjugates (ADCs). This state-of-
the-art facility will provide end-to-end ADC production capabilities, from preclinical to
commercial scales, aiming to meet the global demand for complex
biopharmaceuticals. The opening marks a significant step in strengthening India's
position as a manufacturing hub for advanced biologics and substantially expands

Shilpa Biologicals' CDMO service offerings.



| IN DEPTH

Key Findings: Shilpa Biologicals Launches Dedicated GMP Facility for ADC

Manufacturing

Shilpa Biologicals has announced the inauguration of a state-of-the-art GMP (Good
Manufacturing Practice)-compliant facility in Pharmacit, India, specifically dedicated to
the manufacturing of Antibody-Drug Conjugates (ADCs). This new facility is designed to
support ADC production from preclinical research stages through to commercial-scale
manufacturing, addressing the growing global demand within the high-growth ADC
market. This development significantly enhances Shilpa Biologicals' position as a
contract development and manufacturing organization (CDMO) provider for complex

biopharmaceuticals.

Technical & Clinical Details: Advanced Containment and Integrated Production

Capabilities

The newly established facility is equipped with stringent containment systems for
handling highly potent active pharmaceutical ingredients (HPAPIs), supporting an
integrated manufacturing process that spans antibody production, linker-payload
conjugation, and final formulation of ADCs. This ensures overall quality and safety
throughout the manufacturing process, enabling the supply of ADCs that fully comply
with regulatory requirements. The facility incorporates cutting-edge bioreactors,
chromatography systems, and purification and analytical instrumentation, establishing
flexible production lines capable of accommodating various ADC types. Notably,
innovative technologies are reported to be integrated to achieve high yield and

homogeneity in the ADC conjugation process.



Background & Industry Context: India's Strengthening Role as a

Biopharmaceutical Manufacturing Hub

Antibody-Drug Conjugates (ADCs) are gaining significant traction as next-generation
cancer therapeutics due to their high efficacy and specificity, leading to intensified global
development efforts. Shilpa Biologicals' strategic investment underscores India's
evolving role as a global hub for advanced biopharmaceutical manufacturing, extending
beyond traditional small molecule production. This move contributes to the diversification
and resilience of the biopharmaceutical supply chain across the Asia-Pacific region and
positions India as a potentially attractive manufacturing partner for international

pharmaceutical companies.

Future Outlook: Global ADC Supply and Acceleration of Innovation

The new ADC manufacturing facility at Shilpa Biologicals is expected to provide high-
quality and efficient manufacturing solutions to global drug developers, thereby
accelerating the market introduction of ADC therapeutics. The facility will play a crucial
role in meeting increasing demand and supporting the commercialization of novel ADC
technologies. Future plans include catering to next-generation ADCs with more diverse
payloads and linker technologies, anticipating a substantial contribution to innovation
and improved accessibility within the ADC field. Investors will closely watch the growth
trajectory of India's biopharmaceutical CDMO market and Shilpa Biologicals' central role

within it.

Source: https://biospectrumjobs.com/new-job-opportunity/shilpa-biologicals-opens-gmp-facility-for-adc-
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#12 Nutshell Therapeutics' NRF2 Molecular Glue
Degrader NTS231 Clears FDA IND, Becomes China's
First and World's Second to Enter Clinical
Development

Published September 17, 2026 Insight, China's Pharmaceutical Industry  China

—~—

| OVERVIEW

Nutshell Therapeutics' NRF2 molecular glue degrader, NTS231, has cleared FDA
IND, becoming the first from China and second globally to enter clinical development
as a novel therapeutic class targeting KEAP1 to activate the NRF2 pathway. NTS231
holds significant potential for treating oxidative stress and inflammation-related
diseases, marking a crucial advance in Molecular Glue Degrader (MGD) technology.
This IND clearance accelerates the company's pipeline expansion and global market

presence.



| IN DEPTH

Key Findings: Nutshell's NRF2 Molecular Glue Degrader NTS231 Clears FDA
IND

Nutshell Therapeutics announced that its NRF2 molecular glue degrader, NTS231, has
received Investigational New Drug (IND) clearance from the U.S. Food and Drug
Administration (FDA). NTS231 is a pioneering Molecular Glue Degrader (MGD)
designed to activate the NRF2 antioxidant pathway by targeting KEAP1. This
achievement makes NTS231 the first MGD developed by a Chinese company and the
second globally to advance into clinical development, opening new therapeutic avenues

for diseases associated with oxidative stress and inflammation.

Technical & Clinical Details: Mechanism of MGD Targeting the KEAP1-NRF2
Pathway

NTS231 functions as a molecular glue degrader, inducing the interaction between the
KEAP1 protein and a ubiquitin E3 ligase, leading to the proteasomal degradation of
KEAP1. Upon KEAP1 degradation, the transcription factor NRF2, typically suppressed
by KEAP1, becomes stabilized and translocates to the nucleus to promote the
expression of antioxidant response genes. This mechanism holds great promise for
treating a wide array of diseases where oxidative stress and inflammation play a
pathogenic role, including inflammatory, fibrotic, neurodegenerative diseases, and
certain cancers. Preclinical studies reportedly demonstrated that NTS231 potently and
specifically activates the KEAP1-NRF2 pathway, exhibiting favorable pharmacokinetics

and a strong safety profile.



Background & Industry Context: Evolution and Competition in Molecular Glue

Degrader Technology

Molecular Glue Degraders (MGDs) are a class of Targeted Protein Degraders (TPDs)
that function by inducing the degradation of 'undruggable' targets that are challenging to
address with conventional small molecule inhibitors. Alongside PROTACs, MGDs have
garnered significant attention in the pharmaceutical industry as potential treatments for
cancer and other severe diseases. Nutshell Therapeutics' NTS231 represents one of the
most advanced research achievements in this rapidly evolving MGD field globally. A
Chinese company advancing such an innovative technology into global clinical
development signals the maturation of China's drug discovery ecosystem and its

increasing international competitiveness.

Future Outlook: New Therapeutic Options for Inflammation & Oxidative Stress-

Related Diseases

The IND clearance for NTS231 suggests that Nutshell Therapeutics possesses a
promising MGD platform with the potential to treat various diseases via the NRF2
pathway. Early clinical trials will focus on assessing the safety, tolerability,
pharmacokinetics, and preliminary efficacy of NTS231. If clinical data validates the
promising preclinical results, NTS231 could offer a novel therapeutic option for
numerous patients with high unmet medical needs in chronic inflammatory diseases,
fibrosis, and neurodegenerative disorders. Investors should closely monitor
developments in TPD technologies, MGDs, and the global expansion of Chinese

biotechnology companies.

Source: https://flcube.com/nutshell-therapeutics-nts231-clears-fda-ind-first-nrf2-molecular-glue-degrader-
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#13 WuXi XDC Out-Licenses WuXiTecan-2 Linker-

Payload Technology to Ona Therapeutics to Accelerate
ADC Development

Published September 17, 2026 PR Newswire China

| OVERVIEW

WuXi XDC announced the out-licensing of its innovative WuXiTecan-2 linker-payload
technology platform to Ona Therapeutics, a Spanish biotechnology company, to
advance novel Antibody-Drug Conjugate (ADC) research and development. This
licensing agreement is expected to accelerate Ona Therapeutics' development of
next-generation ADCs for its solid tumor pipeline. WuXiTecan-2 combines a stable
linker with a potent topoisomerase | inhibitor payload, offering potential for an

enhanced therapeutic index and broader applicability across various cancer types.



| IN DEPTH

Key Findings: WuXi XDC Licenses Innovative ADC Technology to Ona

Therapeutics

WuXi XDC has announced an out-licensing agreement for its proprietary, next-
generation Antibody-Drug Conjugate (ADC) linker-payload technology platform,
WuXiTecan-2, to Ona Therapeutics, a biotechnology company based in Spain. This
strategic collaboration aims to accelerate Ona Therapeutics' research and development
of novel ADC candidates in the solid tumor therapeutic area. The WuXiTecan-2 platform
is engineered to deliver a high-potency cytotoxic payload via a highly stable linker,
designed to provide ADCs with an improved therapeutic index and a superior safety

profile.

Technical & Clinical Details: Superiority of the WuXiTecan-2 Platform

The WuXiTecan-2 platform integrates a topoisomerase | inhibitor-based payload with a
novel, highly selective, and stable linker. This linker is optimized for high stability in
circulation, ensuring minimal off-target toxicity, while efficiently releasing the payload
within tumor cells to exert potent cytotoxic effects. Compared to existing Tecan-based
payloads, WuXiTecan-2 is reported to offer improved pharmacokinetic properties and a
wider therapeutic window. Leveraging this platform, Ona Therapeutics aims to develop
new treatments for refractory solid tumors, addressing existing challenges such as

resistance mechanisms and toxicity profiles associated with current ADCs.

Background & Industry Context: ADC Market Competition and Platform

Importance

Antibody-Drug Conjugates are rapidly evolving as one of the most promising modalities
in cancer therapy. Their efficacy is profoundly influenced by the judicious selection and
combination of the antibody, linker, and payload components. Innovations in linker and
payload technologies are particularly crucial for enhancing the therapeutic index of ADCs
and developing safer, more effective drugs. WuXi XDC is a leading global ADC Contract
Development and Manufacturing Organization (CDMO), and its technology platforms are
highly attractive to pharmaceutical and biotechnology companies worldwide. This
licensing agreement clearly demonstrates the competitive strength of WuXi XDC's

technology and its capability to augment external partners' pipelines.



Future Outlook: Advancing Solid Tumor Therapy and Expanding Global

Partnerships

Ona Therapeutics plans to utilize the WuXiTecan-2 technology to develop breakthrough
therapies for patients with solid tumors that are resistant to current cancer treatments.
This collaboration highlights the potential of evolving ADC technologies to offer new
hope to cancer patients, with tangible results expected as Ona Therapeutics' pipeline
advances into clinical stages. For WuXi XDC, this licensing agreement is a significant
step in globally expanding its technology platform and providing innovative ADC
solutions to a broader range of partners. Such technology licensing and partnerships are

key drivers of innovation within the cancer drug development ecosystem.

Source: https://www.prnewswire.com/news-releases/wuxi-xdc-out-licenses-wuxitecan-2-payload-linker-
technology-platform-to-ona-therapeutics-to-advance-novel-adc-research-and-development-
302881776.html
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#14 OS Therapies Strengthens FDA & MHRA
Alignment, Joins Project Orbis for OST-HER2
Metastatic Osteosarcoma Program

Published September 17, 2026  OS Therapies USA

| OVERVIEW

OS Therapies announced strengthened alignment with the FDA and MHRA and
approval to join Project Orbis for its lead candidate, OST-HER2 (a next-generation
tunable ADC) program for metastatic osteosarcoma. Project Orbis is an international
oncology review collaboration designed to accelerate the approval process for rare
cancers. This participation enhances the potential for OST-HER2 to achieve rapid
global approval for HER2-positive metastatic osteosarcoma, a disease with high

unmet medical needs.



| IN DEPTH

Key Findings: OS Therapies Enhances Regulatory Alignment for

Osteosarcoma ADC Program

OS Therapies has announced further strengthened alignment with the U.S. Food and
Drug Administration (FDA) and the UK Medicines and Healthcare products Regulatory
Agency (MHRA), confirming its acceptance into 'Project Orbis' for its lead candidate, the
OST-HER2 metastatic osteosarcoma program. Project Orbis is an international
collaborative initiative for oncology drug reviews, designed to accelerate the approval
process for cancer treatments, especially those addressing high unmet medical needs.
This significant development paves the way for expedited global approval of OST-HER2
as the first next-generation tunable antibody-drug conjugate (tADC) for HER2-positive

metastatic osteosarcoma.

Technical & Clinical Details: Mechanism of Next-Generation Tunable ADC
(tADC) OST-HER2

OST-HERZ2 is built upon OS Therapies' proprietary next-generation tunable antibody-
drug conjugate (tADC) platform. This tADC technology is characterized by its ability to
flexibly adjust the drug-to-antibody ratio (DAR) compared to conventional ADCs. This
allows for optimal customization of the number of payloads conjugated to the antibody,
maximizing therapeutic efficacy while minimizing off-target toxicity. OST-HER2 targets
the HER2 receptor, which is overexpressed in cancer cells, to directly deliver a potent
cytotoxic payload intracellularly. Metastatic osteosarcoma is a rare cancer primarily
affecting children and young adults, with limited existing treatment options and a poor
prognosis, creating a high demand for effective new therapies. OST-HER2 aims to
improve response rates and survival in this challenging disease by providing a highly

targeted therapeutic approach.



Background & Industry Context: International Collaboration and ADC

Evolution in Rare Cancers

Developing treatments for rare cancers, such as metastatic osteosarcoma, typically
faces challenges due to small patient populations, making clinical trials difficult to
conduct and regulatory approvals time-consuming. International collaborative programs
like Project Orbis are crucial for overcoming these hurdles and expediting promising
oncology drugs to patients worldwide. OS Therapies' acceptance into Project Orbis for
OST-HERZ2 is a testament to its innovation and the recognized potential to address a
significant unmet medical need. Furthermore, ADC technology continues to evolve, with
advancements in linker-payload technologies dramatically improving therapeutic indices,
establishing ADCs as a key pillar of cancer treatment. Next-generation tADC platforms

are at the forefront of this evolution.

Future Outlook: Accelerated Global Approval and Improved Patient Access

Participation in Project Orbis is expected to accelerate the regulatory review of OST-
HERZ2, increasing the likelihood of concurrent submissions and expedited review across
multiple countries. This will ideally lead to earlier access to this therapy for patients with
HER2-positive metastatic osteosarcoma. OS Therapies will work closely with the FDA
and MHRA to streamline clinical development and optimize the approval process. This
progress will further enhance the value of the company's tADC platform and provide
momentum for its future pipeline development. For investors, the dynamics of
international regulatory collaboration and innovative ADC technologies in the rare cancer

space remain a significant focus.

Source: https://ir.ostherapies.com/news-events/press-releases/detail/128/os-therapies-achieves-

incremental-alignment-with-fda-and

Collected: September 18, 2026 | Automated Research System (Gemini API)


https://ir.ostherapies.com/news-events/press-releases/detail/128/os-therapies-achieves-incremental-alignment-with-fda-and
https://ir.ostherapies.com/news-events/press-releases/detail/128/os-therapies-achieves-incremental-alignment-with-fda-and

#15 Rani Therapeutics Achieves 84% Bioavailability for
Oral Ustekinumab Biosimilar; Oral GLP-1s Drive
Commercial Success in Biopharma Delivery

Published September 10, 2026  Drug Delivery Leader USA

| OVERVIEW

The successful FDA approval and commercial launch of oral semaglutide (Wegovy)
and orforglipron highlight the critical role of oral delivery in chronic disease
management, significantly improving patient adherence. Rani Therapeutics reported
promising Phase 1 results for its oral ustekinumab biosimilar (RT-111), achieving 84%
bioavailability compared to subcutaneous injection, and positive Phase 1a results for
its GLP-1/GLP-2 dual agonist (RT-114). These advancements validate the strong

commercial viability of next-generation oral biopharmaceutical delivery platforms.



| IN DEPTH

Key Findings

The landscape of biopharmaceutical delivery is undergoing a significant transformation,
driven by the demonstrated success of oral formulations for previously injectable
biologics. Novo Nordisk’s oral semaglutide tablet (Wegovy) received FDA approval in
December 2025 and launched commercially in January 2026, quickly followed by Eli
Lilly’s orforglipron approval in April 2026. These oral GLP-1 receptor agonists have set a
new benchmark, proving that convenient oral delivery can dramatically improve patient
adherence and outcomes in chronic conditions. This commercial validation is now
fueling further innovation in oral biopharmaceutical delivery systems, notably by

companies like Rani Therapeutics.

Technical / Clinical Details

Rani Therapeutics has made substantial progress with its proprietary RaniPill® capsule,
an ingestible robotic device designed to deliver biologics orally by protecting them from
degradation in the stomach and injecting them directly into the intestinal wall for
absorption. The company announced impressive Phase 1 results for RT-111, an oral
ustekinumab biosimilar, achieving an average bioavailability of 84% compared to
subcutaneous injection. This high bioavailability is a crucial indicator for the potential of
oral delivery platforms to rival traditional injectable methods. Furthermore, Rani
Therapeutics reported positive Phase 1a results for RT-114, a dual GLP-1/GLP-2
agonist, expanding its pipeline of orally delivered biological candidates. These results
underscore the technical feasibility and therapeutic promise of Rani's innovative
approach, which aims to overcome the gastrointestinal barriers that typically limit oral

absorption of large molecule drugs.



Background & Context

Historically, the oral delivery of biopharmaceuticals, particularly peptide and protein-
based drugs, has been hampered by their susceptibility to enzymatic degradation in the
digestive tract and poor permeability across the intestinal epithelium. This has
necessitated parenteral administration for most biologics, creating a significant burden
for patients and often leading to suboptimal adherence, especially in long-term chronic
treatments. The shift towards effective oral formulations, pioneered by GLP-1 therapies,
represents a paradigm change. It addresses a critical unmet need for patient-friendly
drug delivery, paving the way for a broader adoption of biopharmaceuticals by a wider

patient population.

Strategic Significance & Outlook

The advancements in oral biopharmaceutical delivery, exemplified by the commercial
success of oral GLP-1s and Rani Therapeutics' clinical progress, hold immense strategic
significance for the pharmaceutical industry. This technological evolution promises to
unlock new market opportunities, particularly in large chronic disease areas such as
diabetes, obesity, and autoimmune disorders, where patient convenience is a key
differentiator. The ability to switch from injectable to oral administration can enhance
market penetration, improve competitive positioning, and potentially reduce healthcare
costs associated with drug administration. Investors and pharmaceutical companies are
increasingly recognizing the transformative potential of these platforms, indicating a
strong trend towards prioritizing oral delivery technologies in future drug development
and acquisition strategies. This trend is expected to drive further innovation and

investment in advanced drug delivery systems globally.

Source: https://www.drugdeliveryleader.com/doc/engineering-medical-devices-to-improve-oral-delivery-of-
biopharmaceuticals-0001
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#16 FDA Approves Multiple Novel Cancer
Therapeutics, Including Multi-Selective RAS(ON)
Inhibitor Daraxonrasib and Next-Gen ADCs for
Difficult-to-Treat Cancers

Published September 10, 2026 The ASCO Post USA

| OVERVIEW

The U.S. FDA announced several groundbreaking cancer drug approvals on
September 10, 2026, including daraxonrasib, a multi-selective RAS(ON) inhibitor, for
metastatic pancreatic adenocarcinoma. Other approvals include datopotamab
deruxtecan-dink (ADC) for triple-negative breast cancer and zenocutuzumab-zbco
(bispecific antibody) for NRG1-mutated cholangiocarcinoma. These regulatory
decisions significantly expand treatment options for patients with difficult-to-treat
cancers, underscoring the shift towards precision oncology and advanced targeted

therapies.



| IN DEPTH

Key Findings

The U.S. Food and Drug Administration (FDA) announced a series of pivotal approvals
on September 10, 2026, introducing novel and expanded indications for several cancer
therapeutics that promise to redefine treatment paradigms. A standout among these is
the approval of daraxonrasib, a multi-selective RAS(ON) inhibitor, for metastatic
pancreatic adenocarcinoma, an aggressive cancer historically resistant to effective
therapies. This approval offers new hope and potentially prolonged survival for patients
with this challenging diagnosis. Further reinforcing the precision oncology trend,
approvals also included advanced antibody-drug conjugates (ADCs) and bispecific

antibodies targeting specific genetic mutations and tumor types.

Technical / Clinical Details

o Daraxonrasib for Metastatic Pancreatic Adenocarcinoma: Developed by
Revolution Medicines, daraxonrasib targets multiple active forms of the RAS protein
(RAS(ON)), which are critical drivers in many cancers. The FDA granted
Breakthrough Therapy Designation and approval for daraxonrasib in combination with
chemotherapy as a first-line treatment for patients with untreated metastatic
pancreatic adenocarcinoma. Clinical trials demonstrated a statistically significant
improvement in progression-free survival (PFS) and a favorable trend in overall
survival (OS) compared to platinum-based chemotherapy regimens, offering a crucial

new option for this high-unmet-need population.

o Belzutifan + Pembrolizumab for Renal Cell Carcinoma: The combination of
belzutifan and pembrolizumab received approval for advanced or metastatic renal cell
carcinoma, leveraging the synergistic effects of HIF-2a inhibition and PD-1 blockade

to enhance anti-tumor responses.

o Capivasertib + Abiraterone for mHSPC: For patients with metastatic hormone-
sensitive prostate cancer (MHSPC), the AKT inhibitor capivasertib in combination
with the androgen biosynthesis inhibitor abiraterone was approved, potentially

delaying progression to castration-resistant disease.



+ Datopotamab Deruxtecan-dink for Triple-Negative Breast Cancer: This antibody-
drug conjugate (ADC) was approved for previously treated locally advanced or
metastatic triple-negative breast cancer (TNBC). The ADC selectively delivers a
cytotoxic payload to tumor cells, demonstrating high response rates and a

manageable safety profile in clinical studies.

e Zenocutuzumab-zbco for NRG1-Mutated Cholangiocarcinoma: The bispecific
antibody zenocutuzumab-zbco received approval for patients with locally advanced or
metastatic cholangiocarcinoma harboring NRG1 gene fusions. This agent
simultaneously targets HER2 and HERS, disrupting the oncogenic signaling driven by
NRG1 fusions.

o Sevabertinib for HER2-Mutant Lung Cancer: Sevabertinib, an oral HER2-selective
inhibitor, was approved for non-small cell lung cancer (NSCLC) patients with
activating HER2 mutations. These approvals collectively underscore the profound
impact of molecularly targeted therapies and individualized medicine in improving

patient outcomes across a spectrum of difficult-to-treat cancers.

Background & Context

The field of oncology has steadily shifted towards precision medicine, focusing on
therapies that target specific genetic mutations or protein expressions driving tumor
growth. The approval of daraxonrasib is particularly notable as the RAS pathway, long
considered 'undruggable,' is a central oncogenic driver in a significant proportion of
human cancers. The concurrent approvals of various modalities—ADCs, bispecific
antibodies, and selective kinase inhibitors—reflect a deepening understanding of tumor
biology and the increasing sophistication of therapeutic design. These treatments are not
only potent as monotherapies but also show enhanced efficacy in combination with
existing standards of care, promising to reshape future treatment guidelines and clinical

practice.



Strategic Significance & Outlook

These FDA approvals are strategically significant, offering expanded treatment portfolios
for pharmaceutical companies and enhanced options for oncologists and patients
globally. The success of daraxonrasib opens up new avenues for targeting RAS-driven
cancers beyond pancreatic cancer, including lung and colorectal cancers. The
continuous evolution of ADC technology suggests further optimization of payloads and
discovery of novel targets, while bispecific antibodies represent the vanguard of multi-
targeted antibody therapies designed for synergistic effects. These developments will
likely accelerate R&D investments in novel modalities, foster greater collaboration
across the biopharmaceutical ecosystem, and drive the broader adoption of
personalized medicine. The ongoing collection of real-world evidence and patient data
will be crucial for optimizing the use and further development of these advanced

therapeutic agents, cementing their impact on global cancer care.

Source: https://ascopost.com/Departments?D=FDA%20Update
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#17 Prelude Therapeutics Receives IND Clearance for
Oral KAT6A Degrader PRT13722 in HR+/HER2- Breast
Cancer Phase 1 Study

Published September 10, 2026 MarketBeat USA

| OVERVIEW

On September 10, 2026, Prelude Therapeutics announced FDA Investigational New
Drug (IND) clearance for PRT13722, an oral KAT6A selective degrader. This
compound is being developed for HR-positive/HER2-negative breast cancer, with an
aim to improve efficacy and achieve a better blood-related safety profile compared to
existing treatments. The company plans to initiate patient enrollment for the Phase 1
clinical trial in Q4 2026.



| IN DEPTH

Key Findings

Prelude Therapeutics announced on September 10, 2026, that it has received
Investigational New Drug (IND) clearance from the U.S. Food and Drug Administration
(FDA) to proceed with a Phase 1 clinical trial for PRT13722. This novel oral KAT6A
selective degrader is being developed for the treatment of HR-positive/HER2-negative
breast cancer. The IND clearance represents a significant milestone in the development
of a new therapeutic agent that aims to offer improved efficacy and a more favorable
blood-related safety profile compared to current treatment options. Patient enrollment for

the Phase 1 study is projected to commence in the fourth quarter of 2026.

Technical / Clinical Details

PRT13722 is designed as a selective degrader targeting the KAT6A protein, which plays
a crucial role in the pathogenesis and progression of HR-positive/HER2-negative breast
cancer. Targeted protein degradation (TPD) technologies, including PROTACs
(proteolysis-targeting chimeras) and molecular glues, offer a distinct therapeutic
approach by removing specific target proteins from the cell rather than merely inhibiting
their activity. This mechanism holds significant promise for overcoming drug resistance
and treating previously 'undruggable' diseases. Prelude Therapeutics aims for
PRT13722 to demonstrate superior anti-tumor activity and a reduced side-effect profile,
particularly with respect to hematological toxicities, compared to existing KAT6A
inhibitors. The IND clearance now allows for the evaluation of PRT13722's safety,

tolerability, and pharmacokinetics in human subjects.

Background & Context

HR-positive/HER2-negative breast cancer is the most prevalent subtype of breast
cancer. While advances in endocrine therapy and CDK4/6 inhibitors have improved
outcomes, challenges remain, including the development of drug resistance and dose-
limiting toxicities. TPD represents a new frontier in drug discovery, offering a mechanism
of action fundamentally different from traditional enzyme inhibition. As such, KAT6A
degraders, leveraging TPD technology, hold potential as a novel strategy to overcome
resistance and provide new treatment options for patients. Prelude Therapeutics' entry
into clinical development in this space reflects the broader industry trend toward

innovative approaches to address unmet needs in oncology.



Strategic Significance & Outlook

The initiation of the Phase 1 trial for PRT13722 could mark a pivotal development in the
HR-positive/HER2-negative breast cancer treatment landscape. If successful,
PRT13722 has the potential to become a more effective and safer therapeutic,
transforming current treatment regimens. The broader TPD technology platform is not
limited to oncology but also holds promise for addressing 'undruggable' targets in
numerous other disease areas, including neurodegenerative and autoimmune disorders.
Future clinical data from this trial will significantly influence the commercial trajectory of
PRT13722 and the overall advancement of TPD technologies. This area of progress
continues to be a critical trend for researchers, engineers, and investors to monitor

closely.

Source: https://www.marketbeat.com/stocks/NASDAQ/PRLD/fda-events/
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#18 Lonza to Build New Spray-Drying Facility in

Oregon, US, Bolstering CDMO Capabilities in Particle
Engineering for Enhanced Bioavailability

Published September 10, 2026  SWI swissinfo.ch  Switzerland

| OVERVIEW

Lonza, a leading Swiss CDMO, announced on September 10, 2026, plans to
construct a new state-of-the-art manufacturing facility in Bend, Oregon, specialized in
spray-drying technology. Expected to be operational by 2029, this investment will
significantly enhance Lonza's global CDMO capabilities in particle engineering and
bioavailability optimization. This strategic move addresses the increasing demand for
improving the oral absorption of poorly soluble active pharmaceutical ingredients

(APIs), thereby accelerating pharmaceutical development.



| IN DEPTH

Key Findings

Lonza, a prominent Swiss contract development and manufacturing organization
(CDMO), announced on September 10, 2026, its plans to build a new, state-of-the-art
manufacturing facility in Bend, Oregon, dedicated to spray-drying technology. This
strategic investment is poised to significantly expand Lonza's capabilities in particle
engineering and bioavailability enhancement as a leading CDMO. The facility aims to
address the pressing industry challenge of improving the oral absorption of poorly
soluble active pharmaceutical ingredients (APIs) and is anticipated to commence

operations by 2029.

Technical / Clinical Details

Spray-drying is a critical technique in pharmaceutical development, particularly for
improving the bioavailability of APIs with low water solubility. The process involves
dissolving or suspending the APl in a polymer solution, then atomizing it into fine
droplets that are sprayed into a heated chamber, where the solvent rapidly evaporates to
form amorphous solid dispersions (ASDs). ASDs significantly enhance the dissolution
rate and solubility of APIs, thereby improving their oral absorption. Lonza's new Bend
facility will specialize in this advanced spray-drying technology, aiming to support a
diverse range of poorly soluble APIs and accelerate clients' drug development pipelines.
The new plant will adhere to stringent Good Manufacturing Practice (GMP) standards
and will feature flexible manufacturing capabilities to accommodate scales from early-

stage R&D through to commercial production.



Background & Context

In modern pharmaceutical discovery, an estimated 70-90% of newly identified APIs
suffer from poor water solubility, presenting a substantial barrier to the development of
oral dosage forms. Consequently, advanced particle engineering technologies like spray-
drying are indispensable for bringing these APIs to market as effective therapeutics.
Lonza, known for its comprehensive service offerings in the CDMO market, positions this
new U.S. facility as a response to the growing demand for drug delivery system (DDS)
solutions, particularly those focused on enhancing oral absorption, and as a strategic
move to strengthen its presence in the North American market. This initiative exemplifies
the broader trend of technological innovation and capacity expansion within the CDMO

industry.

Strategic Significance & Outlook

The new Lonza facility in Bend, Oregon, will play a crucial role in accelerating the
commercialization of poorly soluble APIs. This will enable pharmaceutical companies to
develop and deliver new drugs to patients more efficiently. Lonza's leadership in the
CDMO market will be further solidified, establishing a competitive advantage in particle
engineering and bioavailability optimization. This investment is expected to contribute to
reducing the cost and time of pharmaceutical development and increasing the supply of
more effective oral drugs, ultimately improving patient access to therapies. For
researchers and engineers, it expands opportunities for further optimization of spray-
drying technology and the development of new DDS. For investors, it underpins Lonza's

long-term growth strategy within the continuously expanding CDMO market.

Source: https://www.swissinfo.ch/eng/pharma-health/lonza-is-building-a-new-factory-in-the-united-
states/92033892
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#19 Evonik Breaks Ground on Biotechnology

Expansion in Slovakia, Strengthening European
Pharmaceutical Manufacturing Hub

Published September 14, 2026 Evonik  Germany

| OVERVIEW

On September 14, 2026, Evonik initiated construction for a significant biotechnology
manufacturing expansion at its Fermin site in Slovakia. This investment aims to
bolster the company's production capacity for active pharmaceutical ingredients
(APIs) and pharmaceutical intermediates, ensuring enhanced supply security for its
clients. The expansion is a strategic move to reinforce the European pharmaceutical

supply chain and solidify Evonik's leadership in the biotechnology sector.



| IN DEPTH

Key Findings

Evonik, the Germany-headquartered specialty chemicals giant, held a groundbreaking
ceremony on September 14, 2026, for a major expansion of its biotechnology
manufacturing capabilities at its Fermin plant in Slovakia. This expansion project is
specifically designed to significantly increase the production capacity for biotechnology-
derived products, particularly active pharmaceutical ingredients (APIs) and their
intermediates. This investment reinforces Evonik's position as a critical player in
pharmaceutical manufacturing within Europe, addressing growing market demand and

strengthening regional supply chains.

Technical / Clinical Details

The expansion focuses on implementing state-of-the-art biotechnology production lines,
encompassing advanced microbial fermentation processes and purification technologies.
This will enhance the efficiency and scale of manufacturing complex, high-value APls
and intermediates essential for biopharmaceutical development. The new facilities are
designed to fully comply with stringent Good Manufacturing Practice (GMP)
requirements and aim for seamless integration with existing production platforms. This
strategic upgrade enables Evonik to offer comprehensive, high-quality manufacturing
services to its clients, from early-stage development to commercial production. While
specific output capacities were not detailed, the expansion is expected to represent a

substantial increase in capacity to support a wide range of customer pipelines.

Background & Context

In recent years, global events such as pandemics and geopolitical tensions have
underscored the critical importance of resilient and regionally diversified pharmaceutical
supply chains. Europe, in particular, has prioritized strengthening its internal
pharmaceutical manufacturing capabilities. Evonik's expansion in Slovakia aligns
perfectly with this global trend, representing a pivotal step for the company to maintain
and enhance its competitive edge in the CDMO (Contract Development and
Manufacturing Organization) market. Furthermore, biotechnology-driven API
manufacturing is increasingly favored for its lower environmental footprint compared to

traditional chemical synthesis, contributing to Evonik's broader sustainability strategy.



Strategic Significance & Outlook

The expansion of biotechnology manufacturing capacity in Slovakia is expected to
provide a robust, long-term growth platform for Evonik's pharmaceutical services
business. This will enable the company to meet the evolving needs of diverse
pharmaceutical clients and reinforce its standing as a key CDMO, especially in the
biopharmaceuticals sector. Moreover, it will contribute to stabilizing the pharmaceutical
supply chain in Europe and is anticipated to accelerate the market introduction of new
biopharmaceuticals. This investment is projected to enhance Evonik's corporate value,
offer new opportunities for researchers in process optimization and manufacturing
technology, and signal strong growth potential in the CDMO market to investors. The
commitment to advanced biotechnology also aligns with future trends in sustainable

pharmaceutical production.

Source: https://www.evonik.com/en.html
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#20 Samsung Biologics Secures $262M Manufacturing
Contract with European Pharma Amid Peptide
Expansion and CDMO Capacity Growth

Published September 10, 2026  BioProcess International South Korea

| OVERVIEW

On September 10, 2026, Samsung Biologics announced a $262 million
manufacturing agreement with an undisclosed European pharmaceutical company.
This substantial contract will further accelerate the growth of its CDMO business and
bolster its expanded peptide manufacturing capabilities, following the acquisition of
PolyPeptide. Samsung Biologics continues its aggressive investments, including the
expansion of its Songdo facilities, to solidify its leadership in the global

biopharmaceutical market.



| IN DEPTH

Key Findings

Samsung Biologics announced on September 10, 2026, that it has signed a
manufacturing contract totaling $262 million with an unnamed European pharmaceutical
company. This new, significant agreement is set to further propel the ongoing growth of
the company's CDMO (Contract Development and Manufacturing Organization)
business and leverage its recently acquired peptide manufacturing capabilities through
the acquisition of PolyPeptide. The deal clearly signals Samsung Biologics' expanding

manufacturing capacity and diversification within the global biopharmaceutical market.

Technical / Clinical Details

While specific details of the manufacturing contract were not disclosed, Samsung
Biologics is renowned for its scale and technological prowess in biopharmaceutical
manufacturing. The company offers contract manufacturing for a wide range of
modalities, including monoclonal antibodies, vaccines, and gene therapies, operating
state-of-the-art production facilities compliant with the latest cGMP (current Good
Manufacturing Practice) standards. Notably, Samsung Biologics has strategically
entered the peptide active pharmaceutical ingredient (API) manufacturing sector through
its prior acquisition of PolyPeptide Group and the acquisition of a GlaxoSmithKline
(GSK) facility in Maryland in March 2026, thereby diversifying its service portfolio. This
new contract underscores the growing demand for its integrated manufacturing

solutions.



Background & Context

The global biopharmaceutical market is expanding rapidly, leading pharmaceutical
companies to increase their reliance on external CDMO partners for both research and
development, and manufacturing. The acceleration in the development of new modalities
(e.g., peptides, ADCs, gene therapies) has amplified the importance of CDMOs with
advanced manufacturing technologies and facilities capable of supporting these
innovations. Samsung Biologics has established itself as a top-tier global CDMO through
massive investments in its Songdo production complex and strategic M&A activities,
such as the PolyPeptide and GSK facility acquisitions. This contract reflects the global
pharmaceutical industry's high regard for manufacturing capabilities in the Asia-Pacific
region and signifies a trend towards strengthening inter-regional supply chain

collaborations.

Strategic Significance & Outlook

The $262 million manufacturing contract will strengthen Samsung Biologics' revenue
base and provide funding for its ongoing expansion plans for the Songdo facilities (e.g.,
Plant 5, Plant 6). This will further boost the company's manufacturing capacity, enabling
it to accommodate more clients and larger-scale projects. The significant entry into the
peptide sector broadens its business scope as a CDMO, allowing it to address diverse
market needs. Long-term, Samsung Biologics aims to establish itself as a one-stop
solution provider for a comprehensive range of biopharmaceuticals, including antibodies,
peptides, and eventually cell and gene therapies. This move is expected to further
enhance the company's corporate value, offer new technological development and
career opportunities for researchers and engineers, and signal stable growth and high

profitability to investors.

Source: https://www.bioprocessintl.com/economics/samsung-biologics-secures-262m-manufacturing-

contract-amid-songdo-expansion
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#21 Korsana Biosciences Secures $380 Million in PIPE
Financing to Advance Alzheimer's Disease Pipeline

Published September 10, 2026 Panabee (Korsana Biosciences) United States

| oveERVIEW

On September 10, 2026, Korsana Biosciences successfully completed a $380 million
PIPE (Private Investment in Public Equity) financing to accelerate its Alzheimer's
disease (AD) therapeutic pipeline. This substantial funding ensures the company has
a robust capital runway to continue its operational plans through 2029, expediting

development in a disease area with significant unmet medical needs.



| IN DEPTH

Key Findings

Korsana Biosciences has successfully closed a $380 million Private Investment in Public
Equity (PIPE) financing round, as reported on September 10, 2026, specifically aimed at
advancing its Alzheimer's disease (AD) therapeutic pipeline. This strategic funding
infusion provides the company with a solid financial foundation to support its existing
operational plans and R&D activities through 2029, marking a significant milestone in the

challenging field of neurodegenerative disease therapeutics.

Technical / Clinical Details

Korsana Biosciences' Alzheimer's pipeline encompasses multiple drug candidates
across various modalities, with a strong focus on disease-modifying therapies (DMTs).
This likely includes antibody therapies targeting amyloid-beta aggregation, small
molecule inhibitors addressing tau pathology, and gene therapy approaches modulating
neuroinflammatory pathways. The recently secured capital is anticipated to accelerate
key clinical-stage programs, potentially funding ongoing Phase 2 trials and preparing for
transitions into pivotal Phase 3 studies. Recognizing the complexity of AD, the company
appears to be employing a multifaceted approach, acknowledging that a single target

may be insufficient for comprehensive treatment.

Background & Context

Alzheimer's disease is a globally prevalent neurodegenerative disorder for which no
curative treatment currently exists. Existing medications only offer symptomatic relief or
temporarily slow disease progression, leading to immense unmet medical need and high
expectations for DMTs that could halt or reverse the disease. Consequently, AD drug
development is an area characterized by high risk and high potential reward, attracting
numerous pharmaceutical and biotechnology companies. However, the field has also
seen a high failure rate in clinical trials, requiring substantial capital and prolonged
timelines for success. Korsana Biosciences' large PIPE financing indicates strong
investor confidence in its scientific approach and the potential value of its pipeline,

underscoring the sustained importance of investment in the AD space.



Strategic Significance & Outlook

The $380 million financing firmly establishes Korsana Biosciences' ability to vigorously
advance its Alzheimer's therapeutic development for the coming years. This is expected
to enhance the scale and pace of clinical trials, thereby accelerating the generation of
critical clinical data. If the company's drug candidates demonstrate promising efficacy
and safety results in clinical trials, they could profoundly alter the AD treatment
paradigm. This would offer a beacon of hope for patients and unlock significant new
market opportunities for the industry. Korsana Biosciences' upcoming clinical trial results,
particularly the achievement of key endpoints, will remain a focal point for researchers,

engineers, and investors alike.

Source: https://www.panabee.com/industry/biotech
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#22 Arbutus & Genevant Sue Federal Government for

Patent Infringement on Moderna mRNA Vaccine LNP
Components

Published September 11, 2026 Patent Docs  United States

| OVERVIEW

On September 11, 2026, Arbutus Biopharma and Genevant Sciences filed a patent
infringement lawsuit against the U.S. Federal Government regarding the lipid
nanoparticle (LNP) components used in Moderna’s mRNA COVID-19 vaccine. This
litigation highlights the critical importance of intellectual property rights in the
biopharmaceutical sector, particularly concerning nucleic acid drug delivery
technologies, and the ongoing dispute over their commercial value. Proceedings in
the U.S. Court of Federal Claims raise complex legal questions between patent

holders and the government.



| IN DEPTH

Key Findings

On September 11, 2026, Arbutus Biopharma and Genevant Sciences initiated a patent
infringement lawsuit against the U.S. Federal Government concerning the lipid
nanoparticle (LNP) components integral to Moderna's mMRNA COVID-19 vaccine. The
lawsuit, filed in the U.S. Court of Federal Claims under 28 U.S.C. § 1498 (a statute
allowing government infringement of patents but mandating fair compensation), marks
the beginning of a significant legal battle over the enormous economic and strategic
value of innovative nucleic acid drug delivery technologies commercialized during the

pandemic.

Technical / Clinical Details

At the heart of the lawsuit are patents related to the LNP technology, which is crucial for
Moderna's COVID-19 vaccine, Spikevax. LNPs serve as a delivery system that
encapsulates and protects unstable mMRNA molecules, efficiently delivering them to
target cells. This technology has been a cornerstone of mMRNA vaccine success. Arbutus
and Genevant assert that their patents, which cover specific LNP compositions and
methods of their manufacture, are infringed by the LNP technology used in Moderna's
vaccine production. Key points of contention likely include the composition of pH-
responsive cationic lipids and aspects related to LNP stability and efficiency. This
foundational technology is broadly applicable to the delivery of not only mRNA but also

other nucleic acid therapeutics, such as siRNA.



Background & Context

MRNA vaccines achieved unprecedented global deployment during the COVID-19
pandemic, with hundreds of millions of doses administered worldwide. Their rapid
development and commercialization represent one of the most significant successes in
medical history, underpinned by groundbreaking delivery systems like LNP technology.
Intellectual property (IP) is the most valuable asset for biotechnology companies, and
patent infringement lawsuits are a crucial mechanism for protecting economic value
while encouraging technological innovation. Unlike typical disputes between private
entities, patent infringement suits involving the government are handled under a special
legal framework (28 U.S.C. § 1498), which dictates that while the government can
infringe a patent without stopping product use, it must pay fair and reasonable
compensation. This case could set a precedent for how intellectual property rights are

treated during national security or public health emergencies.

Strategic Significance & Outlook

The outcome of this patent infringement lawsuit will significantly impact Moderna,
Arbutus, Genevant, other biotechnology companies involved in mRNA therapeutics and
LNP delivery technologies, and potentially the government's entire strategy for medical
interventions. Given that LNP technology is pivotal for future pandemic responses and
the development of new treatments for cancer and genetic disorders, the determination
of patent ownership and compensation amounts holds immense importance. This
litigation will undoubtedly deepen discussions around the balance between intellectual
property value, incentives for innovation, and public health imperatives. For researchers
and engineers, this era will demand an even greater understanding of LNP technology's
evolution and associated legal and commercial risks. For investors, the ruling will be a
major factor influencing the valuation of the involved companies and the broader nucleic

acid therapeutics market.

Source: https://patentdocs.org/
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