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This Week in 90 Seconds

EXECUTIVE SUMMARY

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

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

decisions.

SIGNAL 01 | TARGET & MOLECULE
Ac-225: NorthStar Medical Technologies
production and FDA specs

NorthStar Medical Technologies became the industry's first
to commercially produce carrier-free Actinium-225 (Ac-225)
using electron accelerator technology in January 2026.

SIGNAL 02 | DELIVERY DESIGN

Datroway: Daiichi Sankyo and
AstraZeneca China approval 2026

Datroway® (datopotamab deruxtecan), a TROP2-directed
DXd antibody-drug conjugate (ADC) co-developed by Daiichi
Sankyo and AstraZeneca, has been approved in China for
adult patients with unresectable or metastatic
triple-negative breast cancer (TNBC).

SIGNAL 03 | PRECLINICAL PROOF
Enhertu: AstraZeneca and Daiichi Sankyo
China approval timeline

Enhertu® (trastuzumab deruxtecan), the HER2-targeted
antibody-drug conjugate (ADC) co-developed by Daiichi
Sankyo and AstraZeneca, has been approved in China for
adjuvant treatment of HER2-positive early breast cancer.

SIGNAL 04 | CLINICAL DEVELOPMENT
Oral GLP-1 Agonists: FDA 2026 approval
and manufacturing impact

The July 2026 FDA approvals of two distinct oral GLP-1
receptor agonists, oral semaglutide and orforglipron, signify
a regulatory inflection point in manufacturing modalities.

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

SOURCE-BOUND CONDITION
Differences in their production are highly likely to reshape GLP-1 market stability, pricing,
and access over the next 12-18 months.

SOURCE-BOUND CONDITION
Data from the ongoing Phase 1/2 study (NCT03564340) revealed that 8 out of 11 (73%)
advanced LGSOC patients treated with Ubamatamab monotherapy (800mg) achieved an
objective response.

SOURCE-BOUND CONDITION
Enhertu® (trastuzumab deruxtecan), the HER2-targeted antibody-drug conjugate (ADC)
co-developed by Daiichi Sankyo and AstraZeneca, has been approved in China for adjuvant
treatment of HER2-positive early breast cancer.

P04 SOURCE-BOUND CONDITION
The July 2026 FDA approvals of two distinct oral GLP-1 receptor agonists, oral semaglutide
A08 and orforglipron, signify a regulatory inflection point in manufacturing modalities.

SOURCE-BOUND CONDITION

P05

Al0 tableting system at its U.S. facility in New Jersey.

Hovione has launched the world's first next-generation ConsiGma® CDC Flex continuous

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

Where the value chain moved

VALUE CHAIN / EVIDENCE

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

not decorative arrows.

Target &
molecule

P01/P06

NorthStar Medical
Technologies became
the industry's first to
commercially produce
carrier-free Actinium-2
25 (Ac-225) using.

Delivery
design
P02/P07

Datroway® (datopotam
ab deruxtecan), a
TROP2-directed DXd
antibody-drug
conjugate (ADC)
co-developed by
Daiichi Sankyo and.

Preclinical
proof
P03/P08

Enhertu® (trastuzumab
deruxtecan), the
HER2-targeted
antibody-drug
conjugate (ADC)
co-developed by
Daiichi Sankyo and.

Clinical
development
P04/P09

The July 2026 FDA
approvals of two
distinct oral GLP-1
receptor agonists, oral
semaglutide and
orforglipron, signify a.

Access &

portfolio
P05/P10

Hovione has launched
the world's first
next-generation
ConsiGma® CDC Flex
continuous tableting
system at its U.S.

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

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 / NEXT DECISION LOCUS

Priority map: maturity and next decision locus

PO1 Ac-225: NorthStar Medical

Next decision locus (categories) Technologies production and FDA
specs

Business / rules | cue: FDA

Datroway: Daiichi Sankyo and
AstraZeneca China approval 2026
System / adoption | cue: Phase 3

P02

Business / rules @z

Enhertu: AstraZeneca and Daiichi
Sankyo China approval timeline
Business / rules | cue: standard

PO

Oral GLP-1 Agonists: FDA 2026
approval and manufacturing impact
Business / rules | cue: FDA

2]

IO I
) w

ConsiGma CDC Flex: Hovione's 2026
US continuous tableting launch
System / adoption | cue: launch

P05

Ubamatamab: Regeneron's
MUC16 X CD3 antibody 73%
response specs

Business / rules | cue:
investigational

System / adoption P08 @

MRNA-LNP delivery explained:

PO7 . )
Georgia Tech's 2026 oral vaccine
Tech / process | cue: no
system/business cue

P08 Oncopeptides PDC: Blood-brain

barrier specs for brain tumors
System / adoption | cue: platform

Tech / process @

GrowGen framework: Molecular
generation specs via deep learning
Business / rules | cue: policy

Al Chemists: ETH Zurich and Roche
drug synthesis roadmap 2026
System / adoption | cue: system

P10

Research Prototype  Jointeval. Adoption Scale

Deployment maturity —

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

bands classify the next decision locus: Tech / process, System / adoption, or Business / rules (including supply systems).
Article-title cues take precedence; the overview is used only when the title is silent. These are categories, not impact ranks. Bubble
diameter reflects the editorial score.
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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.

A09 | Target & molecule | Product adoption

FACT
NorthStar Medical Technologies became the industry's first

to commercially produce carrier-free Actinium-225 (Ac-225)
using electron accelerator technology in January 2026. In
April of the same year, the FDA accepted the company's
Type Il Drug Master File (DMF) for therapeutic radioisotopes,
allowing pharmaceutical sponsors to reference
manufacturing data directly in their IND and NDA
submissions.

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.

Ac-225: NorthStar Medical Technologies production and FDA specs

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.

EDITORIAL SCORE 21/25 | MATURITY 4/5 | DECISION LOCUS: BUSINESS / RULES

AO05 | Delivery design | Scale-up

FACT
Datroway® (datopotamab deruxtecan), a TROP2-directed

DXd antibody-drug conjugate (ADC) co-developed by Daiichi
Sankyo and AstraZeneca, has been approved in China for
adult patients with unresectable or metastatic
triple-negative breast cancer (TNBC). This approval is based
on the pivotal Phase 3 TROPION-Breast02 trial, making
Datroway the first TROP2-directed ADC in China to
demonstrate an overall survival benefit in this setting.

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.

P02 Datroway: Daiichi Sankyo and AstraZeneca China approval 2026

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.

EDITORIAL SCORE 21/25 | MATURITY 5/5 | DECISION LOCUS: SYSTEM / ADOPTION
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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.

“ Enhertu: AstraZeneca and Daiichi Sankyo China approval timeline

AO07 | Preclinical proof | Scale-up

FACT
Enhertu® (trastuzumab deruxtecan), the HER2-targeted

antibody-drug conjugate (ADC) co-developed by Daiichi
Sankyo and AstraZeneca, has been approved in China for
adjuvant treatment of HER2-positive early breast cancer.
This approval is for adult patients with residual invasive
disease after neoadjuvant taxane and trastuzumab-based
therapy.

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.

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.

EDITORIAL SCORE 21/25 | MATURITY 5/5 | DECISION LOCUS: BUSINESS / RULES

m Oral GLP-1 Agonists: FDA 2026 approval and manufacturing impact

A08 | Clinical development | Product adoption

FACT
The July 2026 FDA approvals of two distinct oral GLP-1

receptor agonists, oral semaglutide and orforglipron, signify
a regulatory inflection point in manufacturing modalities.
Differences in their production are highly likely to reshape
GLP-1 market stability, pricing, and access over the next
12-18 months. Notably, the small molecule orforglipron,
scalable via traditional chemical manufacturing networks, is
expected to mitigate supply shortage risks, fundamentally
altering the market dynamics for GLP-1 drugs.

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.

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.

EDITORIAL SCORE 21/25 | MATURITY 4/5 | DECISION LOCUS: BUSINESS / RULES
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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.

A10 | Access & portfolio | Product adoption

FACT
Hovione has launched the world's first next-generation

ConsiGma® CDC Flex continuous tableting system at its U.S.
facility in New Jersey. This investment establishes a
seamless continuous flow pathway from spray-dried
amorphous solid dispersions to tablet production,
significantly enhancing pharmaceutical manufacturing
efficiency and quality. The system provides an integrated
production process under a single quality system,
contributing to reduced lead times from drug development
to commercial manufacturing.

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.

ConsiGma CDC Flex: Hovione's 2026 US continuous tableting launch

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 PO5.

UNKNOWN

Still unproven or incompletely stated: reproducibility,
biodistribution, toxicity, CMC, trial design and financing.

EDITORIAL SCORE 21/25 | MATURITY 4/5 | DECISION LOCUS: SYSTEM / ADOPTION

A06 | Target & molecule | Research

FACT
Regeneron Pharmaceuticals announced initial clinical

results for its investigational MUC16 X CD3 bispecific
antibody, Ubamatamab, in patients with advanced
low-grade serous ovarian cancer (LGSOC). Data from the
ongoing Phase 1/2 study (NCT03564340) revealed that 8 out
of 11 (73%) advanced LGSOC patients treated with
Ubamatamab monotherapy (800mg) achieved an objective
response.

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.

“ Ubamatamab: Regeneron's MUC16 X CD3 antibody 73% response specs

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 PO6.

UNKNOWN

Still unproven or incompletely stated: reproducibility,
biodistribution, toxicity, CMC, trial design and financing.

EDITORIAL SCORE 20/25 | MATURITY 1/5 | DECISION LOCUS: BUSINESS / RULES
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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 mRNA-LNP delivery explained: Georgia Tech's 2026 oral vaccine

A01 | Delivery design | Pilot

FACT
Researchers at Georgia Tech and Emory University have

developed a groundbreaking lipid nanoparticle (LNP)
formulation that enables precise targeting of specific
regions within the gastrointestinal (GI) tract. This innovation
allows for controlled systemic distribution of therapeutics
post-absorption, opening new avenues for oral mMRNA
vaccines and GLP-1 therapies.

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.

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 PO7.

UNKNOWN
Still unproven or incompletely stated: reproducibility,

biodistribution, toxicity, CMC, trial design and financing.

EDITORIAL SCORE 20/25 | MATURITY 2/5 | DECISION LOCUS: TECH / PROCESS

P08 Oncopeptides PDC: Blood-brain barrier specs for brain tumors

A02 | Preclinical proof | Research

FACT

Oncopeptides AB confirmed that its peptide-drug conjugate
(PDC) platform successfully penetrates the blood-brain
barrier (BBB) and delivers cytotoxic payloads directly into
brain tumor cells, based on initial patient data from the
glioblastoma Window-of-Opportunity (WoO) study OP-701
(INSULA). This finding establishes strong clinical
proof-of-concept for the PDC platform in brain tumor
treatment, offering new hope for patients with
glioblastoma, a notoriously difficult-to-treat cancer.

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.

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.

EDITORIAL SCORE 19/25 | MATURITY 1/5 | DECISION LOCUS: SYSTEM / ADOPTION
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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.

m GrowGen framework: Molecular generation specs via deep learning

A04 | Clinical development | Research Date not stated
FACT BUSINESS READ

This research introduces the 'GrowGen' framework, For operating companies, compare the reported change
combining a decoder-only Transformer with reinforcement with current qualification, sourcing and product-roadmap
learning for stable, property-conditioned molecular assumptions. For suppliers, tie formulation, carriers and
generation. GrowGen uniquely features property analytics to exposure, manufacturability and regulatory
conditioning via Rotary Position Embedding and descriptor control.

embeddings, alongside policy gradient reinforcement ACTION

learning. Within 30 days, separate platform promise from

WHY IT MATTERS program-level evidence, safety and clinical differentiation;
The decision relevance is target validation, translational record the evidence and owner against P09.

evidence, delivery and development economics. The signal UNKNOWN

should be tested at the application and operating-system still unproven or incompletely stated: reproducibility,
level, not accepted from a headline alone. biodistribution, toxicity, CMC, trial design and financing.

EDITORIAL SCORE 18/25 | MATURITY 1/5 | DECISION LOCUS: BUSINESS / RULES

Al Chemists: ETH Zurich and Roche drug synthesis roadmap 2026

A03 | Access & portfolio | Pilot Date not stated
FACT BUSINESS READ

A research team from ETH Zurich and Roche Pharma For operating companies, compare the reported change
Research and Early Development has unveiled a closed-loop with current qualification, sourcing and product-roadmap
workflow that predicts chemical reactions with high assumptions. For suppliers, tie formulation, carriers and
accuracy, even with limited experimental data. This analytics to exposure, manufacturability and regulatory
innovative system combines active learning, geometric deep control.

learning, and self-supervised learning to resolve bottlenecks ACTION

in molecular synthesis for drug discovery. Within 30 days, separate platform promise from

WHY IT MATTERS program-level evidence, safety and clinical differentiation;
The decision relevance is target validation, translational record the evidence and owner against P10.

evidence, delivery and development economics. The signal UNKNOWN

should be tested at the application and operating-system still unproven or incompletely stated: reproducibility,
level, not accepted from a headline alone. biodistribution, toxicity, CMC, trial design and financing.

EDITORIAL SCORE 18/25 | MATURITY 2/5 | DECISION LOCUS: SYSTEM / ADOPTION

Troy Technical | Drug Discovery & DDS | cutoff 2026-10-09 10



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

Run production-like

acceptance and stop
criteria.

Create shared reliability,
process-window and

customers.

Contract for capacity,
quality, change notice,

exit.

qualification with explicit

failure-analysis data with

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

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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Analyzed Articles 1/1 FULL TITLES / FULL SOURCE URLS

ANALYZED ARTICLES | ITEMS 01-10

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

0 mRNA-LNP delivery explained: Georgia Tech's 2026 oral https://www.news-medical.net/news/20261005/Gut-mRNA-tech-superch
vaccine arges-vaccine-and-GLP-1-delivery.aspx

>
=

Oncopeptides PDC: Blood-brain barrier specs for brain tumors  https://oncopeptides.com/press-releases/oncopeptides-confirms-blood-

A02
brain-barrier-penetration-based-on-data-from-first-patients-in-glioblast
oma-window-of-opportunity-study/
AO3 Al Chemists: ETH Zurich and Roche drug synthesis roadmap https://bioengineer.org/ai-chemists-learn-where-to-break-molecules-act
2026 ive-learning-steers-drug-discovery-reactions/
A4 GrowGen framework: Molecular generation specs via deep https://www.frontiersin.org/journals/biophysics/articles/10.3389/frbis.2
learning 026.1937373/full
AO5 Datroway: Daiichi Sankyo and AstraZeneca China approval https://www.daiichisankyo.com/files/news/pressrelease/pdf/202610/202
2026 61008_E2.pdf
AO6 Ubamatamab: Regeneron's MUC16 X CD3 antibody 73% https://pharmacally.com/ubamatamab-Igsoc-durable-responses/
response specs
AO7 Enhertu: AstraZeneca and Daiichi Sankyo China approval https://www.daiichisankyo.com/files/news/pressrelease/pdf/202610/202
timeline 61008_E3.pdf
A0S Oral GLP-1 Agonists: FDA 2026 approval and manufacturing https://nextgenbiologicsusa.com/blog/nextgen-small-molecules-vs-pept
impact ides-oral-glpl-manufacturing
A09 Ac-225: NorthStar Medical Technologies production and FDA https://www.thepharmaletter.com/ones-to-watch/northstar-medical-tec
specs hnologies

ConsiGma CDC Flex: Hovione's 2026 US continuous tableting https://www.chemistry-today.com/hovione-to-commission-worlds-first-
launch consigma-cdc-flex-bringing-next-generation-continuous-tableting-to-the
-u-s/

A10
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https://nextgenbiologicsusa.com/blog/nextgen-small-molecules-vs-peptides-oral-glp1-manufacturing
https://www.thepharmaletter.com/ones-to-watch/northstar-medical-technologies
https://www.thepharmaletter.com/ones-to-watch/northstar-medical-technologies
https://www.chemistry-today.com/hovione-to-commission-worlds-first-consigma-cdc-flex-bringing-next-generation-continuous-tableting-to-the-u-s/
https://www.chemistry-today.com/hovione-to-commission-worlds-first-consigma-cdc-flex-bringing-next-generation-continuous-tableting-to-the-u-s/
https://www.chemistry-today.com/hovione-to-commission-worlds-first-consigma-cdc-flex-bringing-next-generation-continuous-tableting-to-the-u-s/

DrugDiscovery DDS — Selected
Articles

Date: 2026-10-11

Articles: 10



I Table of Contents

#01 mRNA-LNP delivery explained: Georgia Tech's 2026 oral vaccine

#02 Oncopeptides PDC: Blood-brain barrier specs for brain tumors

#03 Al Chemists: ETH Zurich and Roche drug synthesis roadmap 2026

#04 GrowGen framework: Molecular generation specs via deep learning

#05 Datroway: Daiichi Sankyo and AstraZeneca China approval 2026

#06 Ubamatamab: Regeneron's MUC16xCD3 antibody 73% response specs
#07 Enhertu: AstraZeneca and Daiichi Sankyo China approval timeline

#08 Oral GLP-1 Agonists: FDA 2026 approval and manufacturing impact
#09 Ac-225: NorthStar Medical Technologies production and FDA specs
#10 ConsiGma CDC Flex: Hovione's 2026 US continuous tableting launch



#01 mMRNA-LNP delivery explained: Georgia Tech's
2026 oral vaccine

Published October 05, 2026 News-Medical USA

| oveERVIEW

Researchers at Georgia Tech and Emory University have developed a
groundbreaking lipid nanoparticle (LNP) formulation that enables precise targeting of
specific regions within the gastrointestinal (Gl) tract. This innovation allows for
controlled systemic distribution of therapeutics post-absorption, opening new
avenues for oral MRNA vaccines and GLP-1 therapies. By optimizing LNP
composition for small intestine or colon delivery, the technology significantly
enhances drug bioavailability and therapeutic efficacy, addressing long-standing

challenges in oral delivery for complex molecules.



| IN DEPTH

Key Findings

A collaborative research effort by Georgia Institute of Technology and Emory University
has unveiled a novel method to precisely control the biodistribution of therapeutics by
directly delivering lipid nanoparticle (LNP) formulations to distinct regions of the
gastrointestinal (Gl) tract. This breakthrough promises to enable unprecedented
precision targeting for oral mMRNA therapies and vaccines, as well as enhance the

delivery of peptide drugs like GLP-1 agonists.

Technical/Clinical Details

The research demonstrated that by engineering the LNP formulation, it is possible to
specifically target areas such as the small intestine or colon. This targeted delivery
allows mRNA and GLP-1 molecules to reach intended tissues and organs more
effectively, overcoming the hostile Gl environment and poor absorption commonly
associated with oral delivery of complex biologics. The ability to manipulate the
absorption pathway from the gut means that pharmacokinetic profiles can be optimized,
potentially leading to reduced side effects and maximized therapeutic impact. For
instance, oral formulation of GLP-1 agonists, critical for diabetes management, could

significantly improve patient convenience and adherence.

Background & Context

While mRNA technology has proven its transformative power in vaccine development,
most applications remain parenteral. Oral administration offers immense benefits by
reducing patient burden and facilitating large-scale vaccination campaigns and chronic
disease management. Similarly, the low oral bioavailability of peptide therapeutics has
been a persistent hurdle. This new LNP-based drug delivery system (DDS) addresses
these challenges head-on, laying the groundwork for a new generation of orally
administered biologics. The precise targeting capability is crucial for ensuring that these
sensitive molecules survive the digestive process and are absorbed effectively at the

optimal site for their intended action.



Strategic Significance & Outlook

This technology holds broad implications for various disease areas, including oncology,
infectious diseases, and autoimmune conditions. Specifically, optimizing mRNA delivery
to immune cells or specific tissues within the Gl tract could lead to novel vaccine
strategies and immunotherapies that precisely induce local or systemic immune
responses. The research team plans further optimization of this LNP platform and
expansion of its applications to diverse therapeutic molecules, accelerating the clinical
translation of oral nucleic acid and peptide medicines. For investors and pharmaceutical
companies, this technology represents a significant opportunity to tap into new markets
and revolutionize drug administration paradigms, potentially making complex treatments

more accessible and patient-friendly globally.

Source: https://www.news-medical.net/news/20261005/Gut-mRNA-tech-supercharges-vaccine-and-GLP-

1-delivery.aspx
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#02 Oncopeptides PDC: Blood-brain barrier specs for
brain tumors

Published October 09, 2026  Oncopeptides AB (publ) Sweden

| OVERVIEW

Oncopeptides AB confirmed that its peptide-drug conjugate (PDC) platform
successfully penetrates the blood-brain barrier (BBB) and delivers cytotoxic payloads
directly into brain tumor cells, based on initial patient data from the glioblastoma
Window-of-Opportunity (WoO) study OP-701 (INSULA). This finding establishes
strong clinical proof-of-concept for the PDC platform in brain tumor treatment, offering
new hope for patients with glioblastoma, a notoriously difficult-to-treat cancer.
Overcoming BBB presents one of the biggest challenges in DDS, and this

breakthrough is significant.



| IN DEPTH

Key Findings

Oncopeptides AB announced that its peptide-drug conjugate (PDC) platform
successfully penetrates the blood-brain barrier (BBB) and delivers cytotoxic payloads
directly into brain tumor cells. This confirmation is based on initial patient data from the
Window-of-Opportunity (WoO) study OP-701 (INSULA) for glioblastoma (GBM). This
discovery establishes a strong clinical proof-of-concept (POC) for the PDC platform in
brain tumor treatment, suggesting a viable new therapeutic strategy for this highly

challenging disease.

Technical/Clinical Details

The blood-brain barrier (BBB) serves as a formidable protective barrier for the brain,
posing a major hurdle that prevents most therapeutic agents from reaching brain tissue.
Oncopeptides' PDC platform is designed to bypass this BBB, conjugating a peptide
carrier with a cytotoxic drug to enable direct delivery to targeted brain tumor cells. The
initial patient data from the WoO study OP-701 (INSULA) clearly demonstrated that the
PDC indeed infiltrates brain tumor tissue and subsequently releases the cytotoxic agent
to induce tumor cell death. This suggests that PDCs could provide therapeutic effects
against aggressive brain tumors like glioblastoma, which have been unattainable with

previous treatment modalities.

Background & Context

Glioblastoma is one of the most aggressive brain tumors, with an extremely poor
prognosis. Existing treatments include surgery, radiation therapy, and chemotherapy, but
drug therapy has been severely limited by the presence of the BBB. Consequently, the
development of novel drug delivery systems capable of crossing the BBB and reaching
brain tumors has been a long-standing challenge and an area of high unmet medical
need. The successful BBB penetration by Oncopeptides' PDC platform represents a
groundbreaking advancement in this field, hinting at the potential for DDS technology to
revolutionize brain tumor treatment. This success may also open new avenues for
overcoming drug delivery challenges in other neurodegenerative and central nervous

system disorders.



Strategic Significance & Outlook

The confirmation of BBB penetration based on initial clinical data is a critical milestone
for Oncopeptides, enhancing the credibility and potential of its PDC platform. This is
expected to accelerate the clinical development of PDCs for glioblastoma and other
brain tumors. Future large-scale clinical trials will be necessary to further validate the
safety profile and therapeutic efficacy. Investors and healthcare professionals will closely
monitor how this innovative technology may improve survival and quality of life for
glioblastoma patients and potentially transform the brain tumor treatment paradigm. The
PDC platform holds the promise of solving one of the biggest challenges in DDS — drug

delivery to the brain — and its future prospects are highly regarded.

Source: https://oncopeptides.com/press-releases/oncopeptides-confirms-blood-brain-barrier-penetration-

based-on-data-from-first-patients-in-glioblastoma-window-of-opportunity-study/
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#03 Al Chemists: ETH Zurich and Roche drug
synthesis roadmap 2026

Published October 09, 2026 Bioengineer.org Switzerland

5

—

nomm

| oveERVIEW

A research team from ETH Zurich and Roche Pharma Research and Early
Development has unveiled a closed-loop workflow that predicts chemical reactions
with high accuracy, even with limited experimental data. This innovative system
combines active learning, geometric deep learning, and self-supervised learning to
resolve bottlenecks in molecular synthesis for drug discovery. It empowers algorithms
to autonomously select the most informative next experiment, fundamentally
transforming how medicinal chemists determine optimal reaction pathways and

accelerating drug development.



| IN DEPTH

Key Findings: Al Optimizes Chemical Synthesis Pathways, Resolving Drug

Discovery Bottlenecks

A collaborative research team from ETH Zurich and Roche Pharma Research and Early
Development has developed a groundbreaking closed-loop workflow capable of
predicting chemical reactions with extremely high accuracy, even when relying on limited
experimental data. This system integrates three cutting-edge Al technologies—active
learning, geometric deep learning, and self-supervised learning—to dramatically
accelerate the exploration and optimization of reaction pathways, a long-standing
bottleneck in medicinal synthesis. By autonomously identifying the most valuable next
experiment, Al empowers drug discovery chemists to devise synthesis strategies far

more efficiently.

Technical and Clinical Details: The Fusion of Al, Geometric Deep Learning,

and Self-Supervised Learning

At the heart of this novel workflow is a sophisticated combination of the following

technologies:

o Active Learning: The Al model autonomously identifies areas of high uncertainty or
the most informative data points, proposing which experiments to conduct next. This
significantly reduces the number of experiments required compared to random

exploration.

o Geometric Deep Learning: This technique directly learns the three-dimensional
geometric features of molecular structures, enabling more precise modeling of
molecular shapes and spatial relationships between bonds. Consequently, it allows
for more accurate prediction of stereochemical effects and transition state energies in

reactions.

o Self-Supervised Learning: Features are extracted from large, unlabeled datasets
(e.g., existing chemical databases), enhancing the model's generalization
capabilities. This allows for high predictive accuracy even with small amounts of

experimental data for specific reactions.



This system particularly aids in complex organic synthesis reactions by assisting in
decisions such as which bonds to cleave or form, and which reagents are optimal. By
reducing experimental failure rates, it contributes to decreasing the number of synthesis

steps and improving yields.

Background and Industry Context: Challenges in Synthetic Chemistry and the

Promise of Al in Drug Discovery

The synthesis of new molecules in drug discovery often represents a time-consuming
and costly bottleneck. Particularly when exploring novel chemical spaces, researchers
must navigate an immense number of possibilities to find optimal synthetic routes.
Traditional trial-and-error approaches are inefficient and heavily reliant on the experience
of skilled medicinal chemists. Advances in Al technology offer powerful solutions to these
challenges. Applying Al to areas such as chemical reaction prediction, molecular design,
and synthesis pathway planning is expected to streamline the entire drug discovery
process. The active involvement of a major pharmaceutical company like Roche in this
technology development underscores the growing industry-wide expectation for Al in

drug discovery.

Future Outlook: Accelerating Drug Discovery and Establishing Competitive

Advantage

This active learning-driven Al chemistry workflow will significantly shorten the time from
discovery to optimization of new drug candidates, providing pharmaceutical companies
with a substantial competitive advantage. By guiding laboratory work with Al-powered
simulations and informed decision-making, it is expected to reduce R&D costs and
increase success rates. In the future, as this technology becomes more refined and
potentially integrates with autonomous robotic chemists, it could lay the foundation for
fully automated drug discovery platforms. This would enable the delivery of innovative
medicines to patients at unprecedented speeds and scales. Investors will likely focus on
the potential for high returns from investments in such Al-driven drug discovery

technologies.

Source: https://bioengineer.org/ai-chemists-learn-where-to-break-molecules-active-learning-steers-drug-
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#04 GrowGen framework: Molecular generation specs
via deep learning

Published October 06, 2026 Frontiers International

| OVERVIEW

This research introduces the 'GrowGen' framework, combining a decoder-only
Transformer with reinforcement learning for stable, property-conditioned molecular
generation. GrowGen uniquely features property conditioning via Rotary Position
Embedding and descriptor embeddings, alongside policy gradient reinforcement
learning. This innovative platform offers stable and scalable molecular generation
based on specified molecular properties, laying a foundational groundwork for future
advancements in multi-objective optimization within computational drug discovery.
This is expected to significantly enhance the efficiency of lead compound discovery in

early drug development.



| IN DEPTH

Key Findings: GrowGen Achieves High-Efficiency Molecular Generation via

Transformer and Reinforcement Learning

In the field of computational drug discovery, a novel framework dubbed 'GrowGen' has
been proposed, integrating a decoder-only Transformer with reinforcement learning.
GrowGen enables the generation of stable and scalable molecules based on specified
properties. Its core technology lies in the effective processing of positional information
via Rotary Position Embedding, precise property conditioning using descriptor
embeddings, and optimization of the generation process through policy gradient
reinforcement learning. This achievement holds the potential to dramatically enhance the

efficiency of lead compound discovery in new drug development.

Technical and Clinical Details: GrowGen's Architecture and Innovative

Elements

The GrowGen framework comprises the following key technological components:

o Decoder-Only Transformer: Applying the Transformer architecture, which has seen
immense success in large language models, to molecular generation. It efficiently
processes sequence data, such as SMILES strings, to generate novel molecular
structures. The decoder-only design enhances flexibility during the generation

process.

* Property Conditioning: To control the generation of molecules with specific
physicochemical properties (e e.g., solubility, molecular weight, docking scores),
Rotary Position Embedding and descriptor embedding techniques are incorporated.
This ensures that these properties are dynamically considered during the generation

process, increasing the probability of generating molecules with desired attributes.

¢ Policy Gradient Reinforcement Learning: This optimizes the model's molecular
generation policy based on a reward function that evaluates the properties of
generated molecules. This enables efficient exploration of molecules that align with
specific drug discovery objectives, such as multi-objective optimization for

concurrently optimizing multiple properties.



This combination allows GrowGen to generate molecules that simultaneously satisfy
diverse molecular properties faster and more stably than conventional methods. This
facilitates efficient navigation of the vast chemical space in computational drug

discovery.

Background and Industry Context: Challenges in Molecular Generation for

Computational Drug Discovery

In the early stages of new drug development, known as lead compound discovery, there
is a critical need to identify molecules that specifically bind to target proteins and exhibit
favorable pharmacokinetic properties (absorption, distribution, metabolism, excretion)
and toxicity profiles. However, the number of potential molecules is astronomical, making
efficient exploration difficult with traditional high-throughput screening or structure-based
drug design alone. Generative models have emerged as powerful tools to address this
problem, with their performance dramatically improving alongside advancements in Al.
Stable, property-conditioned molecular generation technologies like GrowGen represent

a significant leap forward in this field.

Future Outlook: Accelerating Drug Discovery and Establishing Competitive

Advantage

Frameworks like GrowGen pave new avenues for multi-objective optimization (e.g.,
balancing efficacy and safety) in computational drug discovery. This enables the efficient
design of molecules that consider multiple complex drug design objectives
simultaneously, rather than just a single target. This technology is expected to
significantly reduce the time and cost associated with the early stages of the drug
discovery pipeline, ultimately contributing to faster market entry for new drugs.
Researchers and engineers will leverage this platform to explore innovative drug
candidates previously undiscoverable, while investors will focus on the business

opportunities presented by such efficient drug discovery approaches.

Source: https://www.frontiersin.org/journals/biophysics/articles/10.3389/frbis.2026.1937373/full
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#05 Datroway: Daiichi Sankyo and AstraZeneca China
approval 2026

Published October 09, 2026  Daiichi Sankyo Japan

| oveERVIEW

Datroway® (datopotamab deruxtecan), a TROP2-directed DXd antibody-drug
conjugate (ADC) co-developed by Daiichi Sankyo and AstraZeneca, has been
approved in China for adult patients with unresectable or metastatic triple-negative
breast cancer (TNBC). This approval is based on the pivotal Phase 3 TROPION-
Breast02 trial, making Datroway the first TROP2-directed ADC in China to
demonstrate an overall survival benefit in this setting. This offers a critical new

treatment option for TNBC patients, a population with limited therapeutic choices.



| IN DEPTH

Key Findings

Datroway® (datopotamab deruxtecan), a TROP2-directed DXd antibody-drug conjugate
(ADC) jointly developed and commercialized by Daiichi Sankyo and AstraZeneca, has
secured approval in China for the treatment of adult patients with unresectable or
metastatic triple-negative breast cancer (TNBC). Datroway is the first TROP2-directed
ADC to demonstrate an overall survival (OS) benefit in this indication to be approved in
China, representing a significant advancement for a highly aggressive and difficult-to-

treat form of breast cancer.

Technical / Clinical Details

The approval is underpinned by the groundbreaking results from the Phase 3 TROPION-
Breast02 trial, which were presented at the 2025 European Society for Medical
Oncology (ESMO) Congress and subsequently published in the Annals of Oncology. The
TROPION-Breast02 study evaluated the efficacy and safety of Datroway in patients with
previously untreated or pre-treated unresectable or metastatic TNBC. The trial
demonstrated a statistically significant and clinically meaningful prolongation of overall
survival in the Datroway arm compared to standard chemotherapy. While specific OS
duration values have not been publicly disclosed, achieving the 'overall survival
prolongation' endpoint is considered a paramount achievement in TNBC, where
treatment options are scarce. The observed safety profile was manageable, reflecting
the high target specificity of TROP2 ADCs and the effective delivery of the cytotoxic

payload, which collectively contributed to this landmark outcome.



Background & Context

Triple-negative breast cancer is defined by the absence of estrogen receptor,
progesterone receptor, and HER2 expression, rendering it unresponsive to common
hormone therapies or HER2-targeted treatments. It is recognized as one of the most
aggressive and prognostically unfavorable subtypes of breast cancer. Effective treatment
options for advanced TNBC patients are critically limited, making the emergence of a
therapy that extends overall survival a major breakthrough in an area of high unmet
medical need. Datroway targets the TROP2 protein, which is highly expressed on the
surface of cancer cells, delivering a potent topoisomerase | inhibitor payload, DXd,
specifically to tumor cells, thereby selectively killing cancer cells. Given China's large
breast cancer patient population, Datroway's approval holds significant implications for

numerous individuals.

Strategic Significance & Outlook

Datroway's approval in China will further solidify its global standing as a leading TROP2
ADC. This achievement not only validates the efficacy of the TROP2-targeting ADC
strategy but is also expected to accelerate the expansion of Datroway's indications and
its development in other solid tumor types. Potential expedited approval processes in
other countries and regions are also anticipated, offering new hope to TNBC patients
worldwide. This success reiterates the robust partnership between Daiichi Sankyo and
AstraZeneca and their leadership in ADC technology, propelling forward the frontiers of

cancer treatment.

Source: https://www.daiichisankyo.com/files/news/pressrelease/pdf/202610/20261008 E2.pdf
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#06 Ubamatamab: Regeneron's MUC16xCD3 antibody
73% response specs

Published October 02, 2026 Pharmacally USA

| OVERVIEW

Regeneron Pharmaceuticals announced initial clinical results for its investigational
MUC16xCD3 bispecific antibody, Ubamatamab, in patients with advanced low-grade
serous ovarian cancer (LGSOC). Data from the ongoing Phase 1/2 study
(NCT03564340) revealed that 8 out of 11 (73%) advanced LGSOC patients treated
with Ubamatamab monotherapy (800mg) achieved an objective response. This high
response rate and sustained efficacy suggest a breakthrough treatment option for

patients with this difficult-to-treat and often refractory cancer.



| IN DEPTH

Key Findings

Regeneron Pharmaceuticals unveiled its initial clinical results for Ubamatamab, an
investigational MUC16xCD3 bispecific antibody, in patients with advanced low-grade
serous ovarian cancer (LGSOC) at the 2026 International Gynecologic Cancer Society
(IGCS) Annual Global Meeting. The data unequivocally demonstrated that Ubamatamab
monotherapy achieved an exceptionally high objective response rate (ORR) of 73% in
advanced LGSOC, coupled with durable anti-tumor activity. This represents a significant

breakthrough for LGSOC patients who often exhibit resistance to existing therapies.

Technical / Clinical Details

Ubamatamab is an innovative bispecific antibody designed to concurrently bind to both
the MUC16 antigen, highly expressed on the surface of cancer cells, and the CD3
receptor on T-cells. Functioning as a 'T-cell engager,' it effectively bridges T-cells to
MUC16-expressing cancer cells, thereby activating the T-cells to specifically eliminate
tumor cells. The presented data originate from the ongoing Phase 1/2 study
(NCT03564340), which is evaluating Ubamatamab as both a monotherapy and in
combination with Regeneron's PD-1 antibody, Libtayo (cemiplimab). Notably, eight out of
eleven (73%) advanced LGSOC patients receiving Ubamatamab 800mg monotherapy
achieved an objective response. Beyond this impressive ORR, many responses
demonstrated prolonged duration, indicating the potential for long-term disease control.
The safety profile was manageable, with concerns typically associated with bispecific

antibodies appropriately addressed.



Background & Context

Low-grade serous ovarian cancer (LGSOC) is a relatively rare subtype of ovarian cancer
that, while slower-growing than other ovarian cancers, is characterized by its poor
response to chemotherapy. Existing treatment options are limited, and the prognosis for
patients with advanced or recurrent LGSOC remains challenging. MUC16 is widely
expressed on ovarian cancer cells, making it an attractive target, but previous single-
target therapies have yielded insufficient efficacy. Bispecific antibodies like
Ubamatamab, by directly redirecting T-cells to tumors, offer a potent new approach to
powerfully activate the immune system and potentially benefit patients who have failed
conventional treatments, generating considerable excitement in the gynecologic

oncology field.

Strategic Significance & Outlook

The 73% ORR observed in Ubamatamab's initial clinical results holds the potential to
significantly alter the treatment landscape for advanced LGSOC. This promising data will
vigorously support further development programs, particularly the expedited progression
into later-stage clinical trials. If approved, Ubamatamab is expected to become a crucial
new therapeutic option for LGSOC patients who currently face severely limited choices.
Regeneron will continue to evaluate Ubamatamab in combination with Libtayo,
anticipating further enhancements in therapeutic efficacy. This achievement broadly
demonstrates the potential of T-cell engagers in gynecologic cancers and could
influence research into their application for other MUC16-expressing solid tumors,

expanding the impact of this innovative modality.

Source: https://pharmacally.com/ubamatamab-lgsoc-durable-responses/
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#07 Enhertu: AstraZeneca and Daiichi Sankyo China
approval timeline

Published October 09, 2026  Daiichi Sankyo Japan

| oveERVIEW

Enhertu® (trastuzumab deruxtecan), the HER2-targeted antibody-drug conjugate
(ADC) co-developed by Daiichi Sankyo and AstraZeneca, has been approved in
China for adjuvant treatment of HER2-positive early breast cancer. This approval is
for adult patients with residual invasive disease after neoadjuvant taxane and
trastuzumab-based therapy. The Phase 3 DESTINY-Breast05 trial demonstrated
Enhertu reduced the risk of invasive disease recurrence or death by 53% compared

to T-DM1, setting a new potential standard of care in China.



| IN DEPTH

Key Findings

Enhertu® (trastuzumab deruxtecan), the HER2-targeted antibody-drug conjugate (ADC)
jointly developed and commercialized by Daiichi Sankyo and AstraZeneca, has received
approval in China for the adjuvant treatment of HER2-positive early breast cancer. This
approval specifically targets adult patients who have residual invasive disease after
completing neoadjuvant taxane and trastuzumab-based therapy. The decision is based
on groundbreaking results from the Phase 3 DESTINY-Breast05 trial, which showed
Enhertu reduced the risk of invasive disease recurrence or death by a remarkable 53%
compared to trastuzumab emtansine (T-DM1), potentially establishing a new standard of

care in China.

Technical / Clinical Details

Enhertu is a sophisticated ADC composed of a humanized anti-HER2 monoclonal
antibody covalently linked to a topoisomerase | inhibitor payload, deruxtecan, via a
stable tetrapeptide-based cleavable linker. This design ensures targeted delivery of the
cytotoxic agent to HER2-expressing cancer cells, where the payload is released
intracellularly, leading to potent anti-tumor activity. The DESTINY-Breast05 study was an
international, open-label, randomized Phase 3 trial evaluating the efficacy and safety of
Enhertu versus T-DM1 in patients with HER2-positive early breast cancer who had
residual invasive disease after neoadjuvant chemotherapy. The primary endpoint,
invasive disease-free survival (iDFS), demonstrated a statistically significant and
clinically meaningful improvement with Enhertu, achieving a Hazard Ratio of 0.47 (95%
Cl: 0.37-0.60; p < 0.000001). This translated to a 53% reduction in the risk of invasive
disease recurrence or death. The safety profile was manageable and generally

consistent with the known safety profile of Enhertu.

o Targeted Delivery: The trastuzumab component precisely binds to HER2 receptors,
enabling selective delivery of the potent cytotoxic payload to HER2-overexpressing

cancer cells.

o Potent Payload: Deruxtecan, a topoisomerase | inhibitor, induces DNA damage and

apoptosis in cancer cells.



o Bystander Effect: The cleavable linker allows for the release of the payload in the
tumor microenvironment, leading to a 'bystander effect' that can target adjacent tumor

cells, even those with low HER2 expression, enhancing overall efficacy.

« Patient Population: The approval addresses a high-risk population in early breast
cancer, where residual disease after neoadjuvant therapy carries a poor prognosis

and a high unmet need for more effective adjuvant treatments.

Background & Context

Breast cancer is the most common cancer among women in China, with HER2-positive
breast cancer being an aggressive subtype associated with rapid progression and higher
recurrence rates. Patients who have residual disease after neoadjuvant therapy are
known to have a worse prognosis, underscoring the critical need for more effective post-
operative adjuvant treatments. While Enhertu has already demonstrated significant
efficacy in the metastatic setting for HER2-positive breast cancer, its approval in the
earlier adjuvant setting represents a paradigm shift. This earlier intervention aims to
prevent recurrence and improve long-term survival outcomes. The superior efficacy
demonstrated over T-DM1, a previous standard in this setting, highlights the

advancement of ADC technology and the continued progress in precision oncology.

Strategic Significance & Outlook

The approval of Enhertu in China for HER2-positive early breast cancer in the adjuvant
setting is a landmark achievement, promising to significantly improve outcomes for a
large patient population. This expands Enhertu's market reach and reinforces its position
as a leading ADC in oncology. For the broader pharmaceutical industry, it underscores
the strategic importance of ADCs as a modality capable of transforming treatment
paradigms across various stages of cancer. Researchers, engineers, and investors will
continue to monitor the impact of this approval, as it not only enhances the prognosis for
Chinese breast cancer patients but also provides strong validation for further ADC

development in similar high-need indications globally.

Source: https://www.daiichisankyo.com/files/news/pressrelease/pdf/202610/20261008_E3.pdf
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#08 Oral GLP-1 Agonists: FDA 2026 approval and
manufacturing impact

Published October 08, 2026 NextGen Biologics USA

| oveERVIEW

The July 2026 FDA approvals of two distinct oral GLP-1 receptor agonists, oral
semaglutide and orforglipron, signify a regulatory inflection point in manufacturing
modalities. Differences in their production are highly likely to reshape GLP-1 market
stability, pricing, and access over the next 12-18 months. Notably, the small molecule
orforglipron, scalable via traditional chemical manufacturing networks, is expected to

mitigate supply shortage risks, fundamentally altering the market dynamics for GLP-1
drugs.



| IN DEPTH

Key Findings: Oral GLP-1 Manufacturing Modalities Mark a Significant
Regulatory and Market Inflection Point

The July 2026 U.S. Food and Drug Administration (FDA) approvals of two
groundbreaking oral GLP-1 receptor agonists—oral semaglutide and orforglipron—
represent more than just clinical novelty. They signify a crucial regulatory turning point
concerning pharmaceutical manufacturing modalities. While both agents target the GLP-
1 receptor, they employ distinct manufacturing approaches: one is a peptide-based
therapeutic, and the other is a small molecule. This fundamental difference in production
methods is highly likely to exert a decisive influence on the GLP-1 market's supply

stability, pricing strategies, and patient accessibility over the next 12 to 18 months.

Technical and Manufacturing Details

Oral semaglutide, being a peptide-based drug, necessitates biological synthesis
processes and stringent quality control protocols. Peptide synthesis is inherently
complex, often involving significant capital investment and technical challenges for large-
scale production. In contrast, orforglipron, as a small molecule, is manufactured through
conventional chemical synthesis. The production of small molecules can leverage
established chemical manufacturing networks, allowing for relatively easier and more
rapid scale-up. This disparity in scalability is critically important, especially within the
GLP-1 market, which is experiencing an explosive global demand. The ability to scale up
production readily for small molecules can mitigate the risk of supply shortages and
facilitate broader patient access. Small molecules typically offer greater flexibility than

peptides in terms of synthesis, purification, stability, and formulation.



Background and Industry Context

GLP-1 receptor agonists have long been prescribed for type 2 diabetes management.
However, their potent weight-loss effects have recently driven an unprecedented surge
in demand for obesity treatment globally. This rapid increase in demand has frequently
led to supply shortages of existing GLP-1 drugs, particularly injectable formulations. In
this context, the introduction of orally administered GLP-1 drugs not only dramatically
improves patient convenience but also elevates the choice of manufacturing modality to
a critical issue directly impacting supply capacity. The FDA's approval of both agents,
each with different manufacturing pathways, reflects a regulatory stance that encourages

technological innovation and diverse supply routes to the market.

Strategic Significance and Outlook

The emergence of a small molecule GLP-1 drug like orforglipron could fundamentally
alter the competitive landscape and manufacturing strategies within the GLP-1 market.
Its straightforward scalability through traditional chemical manufacturing networks may
lead to more stable supply and potential cost reductions, possibly driving price
competition for GLP-1 drugs. This could result in lower treatment costs, making GLP-1
therapies accessible to a larger patient population. Pharmaceutical companies will need
to re-evaluate their GLP-1 portfolio strategies, considering the distinct manufacturing
advantages and challenges of both peptide and small molecule modalities.
Manufacturing efficiency and cost-effectiveness are expected to become pivotal factors

determining market success in the foreseeable future.

Source: https://nextgenbiologicsusa.com/blog/nextgen-small-molecules-vs-peptides-oral-glp1-

manufacturing
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#09 Ac-225: NorthStar Medical Technologies
production and FDA specs

Published October 05, 2026 The Pharma Letter USA

| oveERVIEW

NorthStar Medical Technologies became the industry's first to commercially produce
carrier-free Actinium-225 (Ac-225) using electron accelerator technology in January
2026. In April of the same year, the FDA accepted the company's Type Il Drug Master
File (DMF) for therapeutic radioisotopes, allowing pharmaceutical sponsors to
reference manufacturing data directly in their IND and NDA submissions. This
significantly enhances the stability of radioisotope supply and accelerates the

development of targeted radiotherapies for cancer treatment.



| IN DEPTH

Key Findings

U.S. radiopharmaceutical company NorthStar Medical Technologies has made a
groundbreaking stride in the therapeutic radioisotope market. In January 2026, the
company became the first in the industry to achieve commercial-scale production of
carrier-free Actinium-225 (Ac-225) using electron accelerator technology, significantly
enhancing its radiopharmaceutical manufacturing capacity. Furthermore, in April 2026,
the U.S. Food and Drug Administration (FDA) accepted NorthStar's Type |l Drug Master
File (DMF) for its isotopes. This crucial regulatory milestone allows pharmaceutical
sponsors to directly reference NorthStar's manufacturing data in their Investigational
New Drug (IND) and New Drug Application (NDA) submissions, streamlining the drug

development process.

Technical and Clinical Details

o Commercial Production of Carrier-Free Ac-225: Ac-225, an alpha-emitting
radionuclide, is a critical component for targeted radiotherapies (TRTs), valued for its
potent ability to destroy cancer cells. NorthStar's innovative approach utilizes electron
accelerator technology to produce carrier-free Ac-225 from Rubidium-82 rather than
Uranium-238. This methodology offers a cleaner, more scalable supply route

compared to traditional reactor-based production, reducing impurity risks.

o Copper-67 (Cu-67) Manufacturing: In addition to Ac-225, NorthStar also
manufactures Copper-67 (Cu-67), which serves as a linker for both diagnostic and
therapeutic radiopharmaceuticals. This dual capability positions NorthStar as a key

supplier of essential radioisotopes for targeted radiopharmaceutical development.

+ FDA Type Il DMF Acceptance: A Type || DMF contains detailed, confidential
information about the facilities, processes, packing, and storage used in the
manufacturing of a drug substance, reviewed by the FDA. Its acceptance means that
drug developers can simply reference this DMF in their regulatory applications,
avoiding the need to submit extensive manufacturing details independently, thereby

accelerating the approval pathway.



Background and Context

Radiopharmaceuticals, particularly alpha-emitting radionuclides, hold immense promise
as innovative treatments for various solid and hematologic cancers. However, a
longstanding challenge has been the unstable and limited supply of key radioisotopes
like Ac-225. NorthStar's commercial production via electron accelerator technology
addresses this supply constraint, enabling the development of more therapeutic agents.
The FDA's DMF acceptance further validates the quality and regulatory compliance of
NorthStar's manufacturing processes, easing access for the broader pharmaceutical

industry.Strategic Significance and Outlook

NorthStar Medical Technologies' announcement signifies a pivotal moment for the
radiopharmaceutical market. The stable supply of high-quality Ac-225 and Cu-67 is
expected to accelerate the research, development, and commercialization of targeted
radiotherapies for cancer. This will ultimately increase the availability of effective new
treatments for patients with previously limited therapeutic options. The company's
CDMO (Contract Development and Manufacturing Organization) capabilities and
proprietary technology are poised to be foundational pillars supporting the growth of the

entire radiopharmaceutical ecosystem.

Source: https://www.thepharmaletter.com/ones-to-watch/northstar-medical-technologies
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#10 ConsiGma CDC Flex: Hovione's 2026 US
continuous tableting launch

Published October 06, 2026  Chemistry Today 7/RJL kAJL

| oveERVIEW

Hovione has launched the world's first next-generation ConsiGma® CDC Flex
continuous tableting system at its U.S. facility in New Jersey. This investment
establishes a seamless continuous flow pathway from spray-dried amorphous solid
dispersions to tablet production, significantly enhancing pharmaceutical
manufacturing efficiency and quality. The system provides an integrated production
process under a single quality system, contributing to reduced lead times from drug

development to commercial manufacturing.



| IN DEPTH

Key Findings

Hovione, a leading pharmaceutical services company, has commissioned the world's
first next-generation ConsiGma® CDC Flex continuous tableting system at its facility in
New Jersey, USA. This groundbreaking implementation establishes a fully integrated
continuous flow manufacturing pathway from spray-dried amorphous solid dispersions
(ASDs) directly to tablet production at its U.S. site. This investment marks a significant
advancement in pharmaceutical manufacturing, promising substantial improvements in
efficiency, flexibility, and quality control, thereby accelerating the timeline from drug

development to commercial production.

Technical and Clinical Details

e ConsiGma® CDC Flex Capabilities: The ConsiGma® CDC Flex is a component of
GEA Pharma Systems' continuous manufacturing platform, specifically optimized for
producing amorphous solid dispersions (ASDs) to enhance the solubility of poorly
soluble drugs. The system integrates a sequence of processes from raw material
feeding, blending, granulation, drying, tableting, to coating, all performed

continuously.

o Continuous Flow Manufacturing: Unlike traditional batch manufacturing,
continuous flow manufacturing processes operate without interruption, drastically
reducing production cycle times and increasing manufacturing flexibility. This allows

for rapid responses to fluctuations in market demand.

+ Enhanced Quality Control: Continuous processes enable real-time quality
monitoring and control. By integrating Process Analytical Technology (PAT) tools,
continuous verification of product quality is achieved, minimizing batch-to-batch

variability and enhancing overall product consistency and reliability.

» Integrated Pathway from ASDs: ASDs are crucial for improving the bioavailability of
poorly soluble drugs. This system provides a seamless, continuous flow from ASD
manufacturing to final tablet formation, ensuring high-efficiency and high-quality

product supply.



Background and Context

The pharmaceutical industry is progressively shifting towards continuous manufacturing
from traditional batch processing to improve efficiency, reduce costs, and enhance
product quality. Regulatory bodies like the FDA actively encourage the adoption of more
efficient and robust manufacturing processes, making continuous manufacturing a
standard for future drug production. Hovione's adoption of the ConsiGma® CDC Flex
positions it at the forefront of this trend as a Contract Development and Manufacturing
Organization (CDMO), offering a significant competitive advantage to its clients,
particularly for complex formulations and poorly soluble drugs.Strategic Significance and
Outlook

Hovione's operationalization of the ConsiGma® CDC Flex symbolizes the cutting-edge
evolution of pharmaceutical manufacturing capabilities in the U.S. This system is set to
shorten the development timelines for new drugs and accelerate their time-to-market,
ensuring that patients receive necessary treatments more quickly. Through this
investment, Hovione will meet the growing demand from pharmaceutical companies
seeking advanced manufacturing technologies, reinforcing its leadership in the CDMO
market. Looking ahead, continuous manufacturing technology is expected to become
more widespread, forming the foundation for enhanced efficiency and innovation across

the entire pharmaceutical manufacturing industry.

Source: https://www.chemistry-today.com/hovione-to-commission-worlds-first-consigma-cdc-flex-bringing-

next-generation-continuous-tableting-to-the-u-s/
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