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This Week in 90 Seconds EXECUTIVE SUMMARY

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

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

decisions.
SIGNAL 01 | TARGET & MOLECULE SIGNAL 02 | DELIVERY DESIGN
FDA: Non-animal testing standard Elunetirom: Phase 2 AMPLIFY-BD trial
roadmap and 2030 timeline results for bipolar depression
The FDA announced plans to remove animal testing Elunetirom demonstrated favorable results in the Phase 2
references from drug regulations, clarifying that companies AMPLIFY-BD open-label trial for bipolar depression,
can seek drug approval without animal data. significantly reducing depressive symptoms and improving

patient function.

SIGNAL 03 | PRECLINICAL PROOF SIGNAL 04 | CLINICAL DEVELOPMENT
Sotyktu: Bristol Myers Squibb's first oral Al drug discovery: 80-90% Phase | success
TYK2 inhibitor FDA specs rate explained
Bristol Myers Squibb (BMS) announced FDA approval on Al-identified drug candidates have demonstrated an
March 6, 2026, for Sotyktu® (deucravacitinib), an oral impressive 80-90% success rate in Phase | clinical trials,
selective tyrosine kinase 2 (TYK2) inhibitor, for the treatment significantly surpassing the historical industry average.
of active psoriatic arthritis in adults.
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

900/ SOURCE-BOUND CONDITION
0 Al-identified drug candidates have demonstrated an impressive 80-90% success rate in
A03 Phase | clinical trials, significantly surpassing the historical industry average.

SOURCE-BOUND CONDITION
48 W The study successfully met its primary endpoints, showing dose-dependent and clinically
Al0 meaningful reductions in both blood glucose and body weight over 48 weeks.

SOURCE-BOUND CONDITION

PO3 Bristol Myers Squibb (BMS) announced FDA approval on March 6, 2026, for Sotyktu®
(deucravacitinib), an oral selective tyrosine kinase 2 (TYK2) inhibitor, for the treatment of
active psoriatic arthritis in adults.

SOURCE-BOUND CONDITION
Al-identified drug candidates have demonstrated an impressive 80-90% success rate in
Phase | clinical trials, significantly surpassing the historical industry average.

SOURCE-BOUND CONDITION

Eli Lilly's investigational oral GLP-1 receptor agonist, Orforglipron, has shown potent
weight loss and glycemic control effects in early clinical trials comparable to injectable
GLP-1 drugs for type 2 diabetes and.

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

The FDA announced
plans to remove
animal testing
references from drug
regulations, clarifying
that companies can
seek drug.

Delivery
design
P02/P07

Elunetirom demonstra
ted favorable results

in the Phase 2
AMPLIFY-BD open-labe
| trial for bipolar
depression, significantl
y.

Preclinical
proof
P03/P08

Bristol Myers Squibb
(BMS) announced FDA
approval on March 6,
2026, for Sotyktu®
(deucravacitinib), an
oral selective.

Clinical
development
P04/P09

Al-identified drug
candidates have
demonstrated an
impressive 80-90%
success rate in Phase |
clinical trials,
significantly.

Access &

portfolio
P05/P10

Eli Lilly's investigation
al oral GLP-1 receptor
agonist, Orforglipron,
has shown potent
weight loss and
glycemic control.

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 FDA: Non-animal testing standard
Next decision locus (categories) roadmap and 2030 timeline
Business / rules | cue: FDA

Elunetirom: Phase 2 AMPLIFY-BD
trial results for bipolar depression
System / adoption | cue: Phase 2

P

Sotyktu: Bristol Myers Squibb's first
oral TYK2 inhibitor FDA specs
Business / rules | cue: FDA

el

Business / rules @ @ @ @

Al drug discovery: 80-90% Phase |
success rate explained
System / adoption | cue: clinical

0

Orforglipron: Eli Lilly oral GLP-1 vs
injectable efficacy

Business / rules | cue:
investigational

)

o)
o o (=]
(8] S w N

Enicepatide: Roche's Phase Il results
for diabetes and obesity

System / adoption P08 @@ @ Tech / process | cue: no

system/business cue

Oral GLP-1 drugs: 2026 clinical trial
bioavailability specs
System / adoption | cue: clinical

POT7

LUNAR 2.0: Arcturus Therapeutics
MRNA expression roadmap
System / adoption | cue: Phase 2

AlphaFold: 2,800+ Al viral protein
structures explained

Tech / process | cue: no
system/business cue

Tech / process ®@

SORT LNPs explained: Novel 5th
lipid component for organ delivery
Business / rules | cue: standard

o)
(=}
(o=}

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.

A08 | Target & molecule | Research

FACT
The FDA announced plans to remove animal testing

references from drug regulations, clarifying that companies
can seek drug approval without animal data. This pivotal
shift encourages the use of alternative methods like
organ-on-a-chip technology, advanced computational
models, and Al-driven simulations. Building on its April 2025
declaration to make non-animal testing the 'standard, not
the exception' by 2030, the FDA is paving the way for
significantly reducing the need for animal testing in new
drug development.

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.

P01 FDA: Non-animal testing standard roadmap and 2030 timeline

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 20/25 | MATURITY 1/5 | DECISION LOCUS: BUSINESS / RULES

A06 | Delivery design | Product adoption

FACT
Elunetirom demonstrated favorable results in the Phase 2

AMPLIFY-BD open-label trial for bipolar depression,
significantly reducing depressive symptoms and improving
patient function. In 21 adults with moderate-to-severe
major depressive episodes of bipolar | or Il disorder,
evaluated as an add-on therapy to existing mood
stabilizers/atypical antipsychotics, the median HAMD-17
score decreased by 16.8 points from baseline at week 6,
which was statistically significant at all reported time points
(p<0.001).

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 Elunetirom: Phase 2 AMPLIFY-BD trial results for bipolar depression

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 20/25 | MATURITY 4/5 | 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.

AO07 | Preclinical proof | Scale-up

FACT
Bristol Myers Squibb (BMS) announced FDA approval on

March 6, 2026, for Sotyktu® (deucravacitinib), an oral
selective tyrosine kinase 2 (TYK2) inhibitor, for the treatment
of active psoriatic arthritis in adults. Sotyktu is the first TYK2
inhibitor approved for this indication, marking a significant
advance in the disease's treatment paradigm.

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.

“ Sotyktu: Bristol Myers Squibb's first oral TYK2 inhibitor 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 P03.

UNKNOWN

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

EDITORIAL SCORE 20/25 | MATURITY 5/5 | DECISION LOCUS: BUSINESS / RULES

A03 | Clinical development | Joint evaluation

FACT
Al-identified drug candidates have demonstrated an

impressive 80-90% success rate in Phase | clinical trials,
significantly surpassing the historical industry average. This
breakthrough is driven by Al's capabilities in target
identification, protein structure prediction via tools like
AlphaFold, and generative models for novel molecular
design.

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.

m Al drug discovery: 80-90% Phase | success rate explained

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 20/25 | MATURITY 3/5 | DECISION LOCUS: SYSTEM / ADOPTION
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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.

A02 | Access & portfolio | Joint evaluation

FACT
Eli Lilly's investigational oral GLP-1 receptor agonist,

Orforglipron, has shown potent weight loss and glycemic
control effects in early clinical trials comparable to
injectable GLP-1 drugs for type 2 diabetes and obesity. As a
small molecule oral agent, it aims to provide a non-invasive
alternative to injections, potentially enhancing patient
convenience and accelerating GLP-1 drug adoption. This
significant development could transform patient adherence
and market accessibility.

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.

Orforglipron: Eli Lilly oral GLP-1 vs injectable efficacy

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 20/25 | MATURITY 3/5 | DECISION LOCUS: BUSINESS / RULES

A10 | Target & molecule | Research

FACT
On September 22, 2026, Roche announced positive topline

Phase Il results for its once-weekly dual GLP-1/GIP receptor
agonist, enicepatide (CT-388), in adults with type 2 diabetes
and overweight or obesity. The study successfully met its
primary endpoints, showing dose-dependent and clinically
meaningful reductions in both blood glucose and body
weight over 48 weeks.

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.

“ Enicepatide: Roche's Phase Il results for diabetes and obesity

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.

EDITORIAL SCORE 20/25 | MATURITY 1/5 | DECISION LOCUS: TECH / PROCESS
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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.

Oral GLP-1 drugs: 2026 clinical trial bioavailability specs

A01 | Delivery design | Joint evaluation

FACT
New oral GLP-1 medications in clinical trials have

significantly improved bioavailability through the use of
novel absorption enhancers, overcoming traditional
degradation challenges in the Gl tract. These drugs employ

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

specialized technologies to withstand gastric acid and control.

enzymatic breakdown, showing promise in offering a more ACTION

convenient alternative to injectable GLP-1 therapies. 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 PO7.

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 19/25 | MATURITY 3/5 | DECISION LOCUS: SYSTEM / ADOPTION

P08 LUNAR 2.0: Arcturus Therapeutics mRNA expression roadmap

AO05 | Preclinical proof | Research Date not stated

FACT BUSINESS READ
Arcturus Therapeutics announced interim Phase 2 results for For operating companies, compare the reported change

ARCT-810in OTC Deficiency and unveiled its next-generation
mMRNA delivery platform, LUNAR 2.0TM. ARCT-810
demonstrated a favorable safety profile and promising

with current qualification, sourcing and product-roadmap
assumptions. For suppliers, tie formulation, carriers and
analytics to exposure, manufacturability and regulatory
activity across key urea cycle biomarkers. LUNAR 2.0TM control.

remarkably increased protein expression by up to 40-fold in ACTION

non-human primates (NHP) compared to LUNAR 1.0. 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 P08.

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 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.

A12 | Clinical development | Research

FACT
AlphaFold has significantly expanded its database to include

Al-predicted protein complex structures for over 2,800
viruses, prioritizing those known to infect humans, to
enhance global pandemic preparedness. This open-access
dataset, a result of a collaboration between EMBL-EBI and
Google DeepMind, provides foundational knowledge crucial
for accelerating the development of diagnostics,
therapeutics, and vaccines against future outbreaks.

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.

m AlphaFold: 2,800+ Al viral protein structures explained

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.

EDITORIAL SCORE 19/25 | MATURITY 1/5 | DECISION LOCUS: TECH / PROCESS

A09 | Access & portfolio | Research

FACT
Patsnap's September 18, 2026 analysis highlights Selective

Organ Targeting (SORT) Lipid Nanoparticles (LNPs) as a
groundbreaking technology for highly efficient,
organ-specific delivery of nucleic acid payloads to organs
like the liver, lung, and spleen. This precision is achieved by
fine-tuning the charge and ratio of a novel 'fifth lipid
component' in addition to standard LNP constituents.

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.

SORT LNPs explained: Novel 5th lipid component for organ delivery

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.

EDITORIAL SCORE 19/25 | MATURITY 1/5 | DECISION LOCUS: BUSINESS / RULES
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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

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

ANALYZED ARTICLES | ITEMS 01-12

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

A10

All

Al12

Oral GLP-1 drugs: 2026 clinical trial bioavailability specs

Orforglipron: Eli Lilly oral GLP-1 vs injectable efficacy

Al drug discovery: 80-90% Phase | success rate explained

mRNA Vaccine LNP: South Korea's 2026 organ targeting specs

LUNAR 2.0: Arcturus Therapeutics mRNA expression roadmap

Elunetirom: Phase 2 AMPLIFY-BD trial results for bipolar
depression

Sotyktu: Bristol Myers Squibb's first oral TYK2 inhibitor FDA
specs

FDA: Non-animal testing standard roadmap and 2030 timeline

SORT LNPs explained: Novel 5th lipid component for organ
delivery

Enicepatide: Roche's Phase Il results for diabetes and obesity

UZEDY: Teva's risperidone real-world data and cost specs

AlphaFold: 2,800+ Al viral protein structures explained

Troy Technical | Drug Discovery & DDS | cutoff 2026-09-25

FULL TITLES / FULL SOURCE URLS

https://script.google.com/macros/s/AKfycbygB7nHC8BLNa405NZzuLMX
6WO4ICJViIVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01lg/exec?id=What-t
o-Expect-from-New-Glp-1-Oral-Medications-in-Clinical-Trials

https://script.google.com/macros/s/AKfycbygB7nHC8BLNa405NZzuLMX
6WO4ICJVIVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=Oral-G
LP-1-Medications-Orforglipron-Trials-and-Availability

https://www.worldhealthexpo.com/insights/medical-laboratory/ai-in-dr
ug-discovery

https://www.jaenung.net/tree/52264
https://www.morningstar.com/news/business-wire/20260923761420/arc

turus-therapeutics-announces-interim-otc-deficiency-phase-2-results-an
d-introduces-lunar-20-next-generation-mrna-delivery-platform

https://pharmacally.com/elunetirom-phase-2-bipolar-depression-trial/

https://www.marketbeat.com/stocks/NYSE/BMY/fda-events/

https://www.humaneworld.org/en/blog/win-fda-takes-steps-away-from-
animal-testing

https://www.patsnap.com/resources/blog/rd-blog/selective-organ-targe
ting-lipid-nanoparticle-composition-patent-landscape-patent-landscape

/

https://www.roche.com/media/releases/med-cor-2026-09-22

https://ir.tevapharm.com/news-and-events/press-releases/press-release
-details/2026/Teva-Highlights-New-Real-World-Data-Showing-UZEDY-ris

peridone-Outperforms-Other-Long-Acting-Injectables-in-Keeping-Schizo
phrenia-Patients-on-Treatment-While-Reducing-Emergency-Care-and-H

ealthcare-Costs/default.aspx

https://www.miragenews.com/alphafold-adds-viral-protein-complexes-f
or-1749776/
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https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=What-to-Expect-from-New-Glp-1-Oral-Medications-in-Clinical-Trials
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=What-to-Expect-from-New-Glp-1-Oral-Medications-in-Clinical-Trials
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=What-to-Expect-from-New-Glp-1-Oral-Medications-in-Clinical-Trials
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=Oral-GLP-1-Medications-Orforglipron-Trials-and-Availability
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=Oral-GLP-1-Medications-Orforglipron-Trials-and-Availability
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa4o5NZzuLMX6WO4ICJViVHDKGosiQ1YWQ8W_V9JLtyn3g3JIE-uYUz01g/exec?id=Oral-GLP-1-Medications-Orforglipron-Trials-and-Availability
https://www.worldhealthexpo.com/insights/medical-laboratory/ai-in-drug-discovery
https://www.worldhealthexpo.com/insights/medical-laboratory/ai-in-drug-discovery
https://www.jaenung.net/tree/52264
https://www.morningstar.com/news/business-wire/20260923761420/arcturus-therapeutics-announces-interim-otc-deficiency-phase-2-results-and-introduces-lunar-20-next-generation-mrna-delivery-platform
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#01 Oral GLP-1 drugs: 2026 clinical trial bioavailability
specs

Published September 25, 2026  Vertex Al Search (grounding-api-redirect) USA

| oveERVIEW

New oral GLP-1 medications in clinical trials have significantly improved
bioavailability through the use of novel absorption enhancers, overcoming traditional
degradation challenges in the Gl tract. These drugs employ specialized technologies
to withstand gastric acid and enzymatic breakdown, showing promise in offering a
more convenient alternative to injectable GLP-1 therapies. While gastrointestinal side
effects are common, they are typically transient, indicating a potential leap forward in

patient adherence and treatment accessibility for diabetes and obesity.



| IN DEPTH

Key Findings

Novel oral GLP-1 medications currently undergoing clinical trials have demonstrated a
significant improvement in bioavailability, attributed to the incorporation of advanced
absorption enhancers. This represents a critical step towards establishing a more
convenient oral administration route for GLP-1 receptor agonists, which are

predominantly delivered via injection.

Technical / Clinical Details

These oral GLP-1 drugs utilize proprietary technologies to circumvent long-standing
barriers to peptide drug absorption, such as degradation by gastric acid and inactivation
by digestive enzymes. Specifically, they integrate specialized coating techniques to
enhance stability within the stomach and co-administer agents that promote intestinal
absorption. Early clinical trial data suggest efficacy comparable to injectable
counterparts in terms of blood glucose reduction and weight loss. Safety profiles indicate
common gastrointestinal side effects (e.g., nausea, diarrhea), which typically manifest

early in treatment and tend to subside over time.

Background & Context

GLP-1 receptor agonists have well-established efficacy in managing type 2 diabetes and
obesity, driving rapid market growth. However, the prevalence of injectable formulations
poses challenges related to patient burden and adherence. The development of oral
GLP-1 drugs aims to address this unmet need, promising a substantial improvement in
patient quality of life. While existing oral GLP-1 options exist, they often face issues with
bioavailability and absorption, making this new absorption enhancer-based approach a

potential breakthrough in the field.



Strategic Significance & Outlook

This advancement signals the potential for oral GLP-1 drugs to become a primary or
complementary treatment option to injectables in the future. Successful outcomes from
ongoing large-scale Phase 3 clinical trials could transform the GLP-1 market landscape.
The ease of daily oral dosing is expected to broaden patient access and improve long-
term management of chronic conditions like diabetes and obesity, delivering significant
public health benefits. Pharmaceutical companies are poised to accelerate product
development based on these innovative delivery technologies, anticipating intensified

market competition.

Source:
https://script.google.com/macros/s/AKfycbygB7nHC8BLNa405NZzuLMX6WO4ICJViIVHDKGosiQ1YWQ8W_V¢
uYUz01g/exec?id=What-to-Expect-from-New-Glp-1-Oral-Medications-in-Clinical-Trials
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#02 Orforglipron: Eli Lilly oral GLP-1 vs injectable

efficacy

Published September 25, 2026  Apps Script (Vertex Al SearchiZF) USA

| oveERVIEW

Eli Lilly's investigational oral GLP-1 receptor agonist, Orforglipron, has shown potent
weight loss and glycemic control effects in early clinical trials comparable to injectable
GLP-1 drugs for type 2 diabetes and obesity. As a small molecule oral agent, it aims
to provide a non-invasive alternative to injections, potentially enhancing patient
convenience and accelerating GLP-1 drug adoption. This significant development

could transform patient adherence and market accessibility.



| IN DEPTH

Key Findings

Eli Lilly and Company's investigational oral GLP-1 receptor agonist, Orforglipron, has
demonstrated robust weight loss and glycemic control effects in early clinical trials for
type 2 diabetes and obesity, comparable to those observed with existing injectable GLP-
1 receptor agonists. This represents a breakthrough in achieving comparable efficacy

through a non-invasive oral administration route.

Technical / Clinical Details

Orforglipron is a small molecule compound that binds to the GLP-1 receptor, mimicking
its activity to promote glucose-dependent insulin secretion, suppress glucagon secretion,
delay gastric emptying, and reduce appetite. Early clinical trial data indicated statistically
significant weight reduction and HbA1c improvement compared to placebo. Specifically,
weight loss rates and HbA1c reductions were reported to be on par with levels observed
with leading injectable GLP-1 drugs. Regarding its safety profile, gastrointestinal side
effects (e.g., nausea, vomiting, diarrhea) were noted, consistent with other GLP-1

medications, but most were mild to moderate and transient.

Background & Context

GLP-1 receptor agonists are a drug class with recognized efficacy in managing type 2
diabetes and obesity, experiencing rapidly escalating global demand. However, the
majority of currently available GLP-1 drugs require self-injection, which can be a burden
for patients. The development of an oral GLP-1 drug addresses a significant unmet need
by potentially improving patient adherence, enhancing convenience, and enabling
access for a broader patient population. Eli Lilly is a major player in the diabetes and
obesity treatment landscape, and Orforglipron's success could further expand its market

share.



Strategic Significance & Outlook

The positive early clinical trial results for Orforglipron fuel high expectations for upcoming
large-scale Phase 3 clinical trials. Should Orforglipron demonstrate comparable efficacy
and an acceptable safety profile in these larger studies, it could truly be a 'game-
changer' in the field of type 2 diabetes and obesity treatment. The convenience of oral
administration is expected to accelerate the adoption of GLP-1 drugs, making therapy
accessible to more patients. This development is anticipated to intensify competition
within the pharmaceutical industry while significantly contributing to improved patient
quality of life. Eli Lilly aims for rapid development and market launch of this drug, with

investors and the medical community closely monitoring its progress.

Source:
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#03 Al drug discovery: 80-90% Phase | success rate
explained

Published September 21, 2026  World Health Expo International

| OVERVIEW

Al-identified drug candidates have demonstrated an impressive 80-90% success rate
in Phase | clinical trials, significantly surpassing the historical industry average. This
breakthrough is driven by Al's capabilities in target identification, protein structure
prediction via tools like AlphaFold, and generative models for novel molecular design.
The high success rate signals a paradigm shift in drug discovery, potentially slashing
development timelines and costs while accelerating the delivery of new therapies to

patients.



| IN DEPTH

Key Findings: Al Drug Discovery Achieves High Clinical Success

Drug candidates discovered through artificial intelligence (Al) have shown remarkable
success rates of 80-90% in Phase | clinical trials, a substantial improvement over the
traditional industry average. This outcome signals a transformative shift in the
pharmaceutical development landscape, promising more efficient and cost-effective

pathways for bringing new medications to market.

Technical and Clinical Details: Al's Role in Drug Acceleration

Al accelerates drug discovery by enabling highly efficient processes across multiple
stages. It excels in precise target identification, leveraging tools like AlphaFold for
accurate protein structure prediction, and employing generative models to design novel
molecular structures. These Al-driven approaches minimize the extensive trial-and-error
characteristic of conventional drug development, allowing researchers to quickly pinpoint

highly promising compounds.

+ Target Identification & Validation: Al rapidly analyzes vast biological datasets to

identify disease-relevant molecular targets and evaluate their druggability.

* Molecular Design & Optimization: Generative Al models efficiently design novel
small molecule structures with desired pharmacokinetic and pharmacodynamic

properties, exploring chemical spaces beyond human intuition.

+ Enhanced Success Rates: The improved quality of Al-generated candidates at early
stages is a direct contributor to their higher success rates in subsequent clinical trials,
significantly de-risking the development process compared to traditional, empirical

methods.

Despite the power of digital predictions, rigorous wet-lab experimentation and human
clinical validation remain essential to confirm the safety and efficacy of these Al-

designed compounds.



Background and Industry Context: Addressing Drug Discovery Bottlenecks
with Al

The conventional drug discovery process is notoriously slow and expensive, typically
taking 10-15 years and costing over $2 billion per drug, with a low probability of success.
A major challenge has been the high attrition rate of compounds in later clinical stages.
Al offers a solution by streamlining early-stage discovery, reducing time and resources
spent on less promising candidates. By processing complex biological data at speeds
unattainable by humans, Al uncovers subtle patterns and relationships, fundamentally

reshaping the drug development paradigm.

Strategic Significance and Outlook: The Future of Digital Biology and

Validation

The future of Al in drug discovery lies in further integrating computational prediction with
experimental validation. Continued advancements in Al model accuracy, synergy with
real-world data (RWD), and broader application across diverse disease areas are
anticipated. The ultimate goal is to translate Al-discovered therapeutics into widely
available treatments, offering new hope for patients with currently untreatable conditions.
The tight coupling of Al and laboratory research is poised to unlock the next generation

of pharmaceutical breakthroughs globally.

Source: https://www.worldhealthexpo.com/insights/medical-laboratory/ai-in-drug-discovery
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#04 mRNA Vaccine LNP: South Korea's 2026 organ
targeting specs

Published September 24, 2026  Vertex Al Search (grounding-api-redirecth* 5 D53R, BEELED
Z#)) South Korea

| OVERVIEW

In South Korea, new lipid nanoparticle (LNP) strategies for mRNA vaccines are being
developed, including Selective Organ Targeting (SORT) to lung, spleen, and lymph
nodes, and ligand conjugation to LNP surfaces. These innovations, building on LNPs'
core function of efficiently encapsulating mRNA and facilitating cellular uptake, aim to
significantly enhance immune memory induction. This advancement is critical for
improving mMRNA vaccine efficacy and expanding their therapeutic applications

beyond infectious diseases.



| IN DEPTH

Key Findings: Selective Organ Targeting Strategies for mRNA Vaccine LNPs

Boost Immune Memory

In the field of MRNA vaccine technology, innovative strategies are emerging for lipid
nanoparticles (LNPs), the core delivery system. These include Selective Organ Targeting
(SORT) to direct LNPs specifically to organs like the lungs, spleen, and lymph nodes,
and ligand conjugation strategies that attach antibodies or peptides to LNP surfaces.
These advanced delivery systems are poised to significantly enhance the efficient
delivery of mRNA to antigen-presenting cells, thereby improving the efficiency of immune

memory induction.

Technical and Clinical Details: LNP Composition and Novel Delivery Strategies

MRNA vaccine LNPs typically measure approximately 60-100 nanometers in diameter
and are primarily composed of four types of lipids: cationic lipids, helper lipids,
PEGylated lipids, and cholesterol. This complex structure provides stable protection for
fragile mRNA, enables efficient cellular uptake, and facilitates endosomal escape,
leading to the synthesis of antigen proteins in the cytoplasm. While conventional LNPs
tend to distribute systemically, these new delivery strategies aim to concentrate LNPs in

specific immune organs and tissues to maximize the immune response.

o Basic LNP Composition: Cationic lipids form complexes with mRNA, helper lipids
stabilize the structure, PEGylated lipids extend in vivo stability and circulation time,

and cholesterol promotes membrane fusion.

» Selective Organ Targeting (SORT) Strategy: Through surface chemical
modifications and compositional adjustments of LNPs, this strategy enhances tropism
towards specific organs such as the lungs, spleen, and lymph nodes. This efficiently
delivers mRNA to antigen-presenting cells (e.g., dendritic cells) residing in these

organs, inducing robust immune responses and long-term immune memory.

» Ligand Conjugation Strategy: By attaching antibodies or peptides that bind to
specific receptors on the LNP surface, selective delivery to target cells (e.g., tumor
cells or specific immune cells) is achieved. This is particularly crucial for applications

like cancer immunotherapy.



These strategies are expected to elicit stronger immune responses with lower dosages,

maximizing vaccine efficacy while potentially reducing the risk of side effects.

Background and Industry Context: Widespread Adoption and Challenges of

MRNA Vaccines

Following the COVID-19 pandemic, mRNA vaccines gained global recognition for their
rapid development capability and high efficacy. However, existing LNP delivery systems
presented challenges, including the risk of systemic side effects and low selectivity for
specific cells or organs. To overcome these limitations and expand the applicability of
MRNA vaccines from infectious disease prevention to cancer therapy, autoimmune
diseases, and regenerative medicine, advancements in precise LNP delivery technology
are essential. Research institutions and biotechnology companies in South Korea are

actively pursuing R&D in this area, playing a crucial role in international competition.

Future Outlook: Personalized Medicine and Applications in Diverse Disease

Areas

The progression of SORT and ligand-conjugated LNP strategies will significantly
accelerate the application of mMRNA vaccines in "personalized medicine." Applications in
various disease areas are anticipated, such as mRNA delivery to cancer cells with
specific tumor markers or targeting pathogenic immune cells in autoimmune diseases.
Furthermore, efficient induction of immune memory will enable long-lasting protective
effects with fewer booster doses, offering significant public health benefits. As these
technologies mature, mMRNA vaccines are poised to further expand their potential as a

central modality in next-generation medicine.

Source: https://www.jaenung.net/tree/52264
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#05 LUNAR 2.0: Arcturus Therapeutics mRNA
expression roadmap

Published September 23, 2026  Morningstar USA

| oveERVIEW

Arcturus Therapeutics announced interim Phase 2 results for ARCT-810 in OTC
Deficiency and unveiled its next-generation mRNA delivery platform, LUNAR 2.0™.
ARCT-810 demonstrated a favorable safety profile and promising activity across key
urea cycle biomarkers. LUNAR 2.0™ remarkably increased protein expression by up
to 40-fold in non-human primates (NHP) compared to LUNAR 1.0. Consequently, the
company plans to integrate a new LUNAR 2.0™-enabled OTC Deficiency candidate,

ARCT-2601, into the ongoing Phase 2 study by year-end.



| IN DEPTH

Key Findings: Arcturus' LUNAR 2.0™ Boosts mRNA Protein Expression by 40-
Fold, Accelerating OTC Deficiency Treatment

Arcturus Therapeutics has announced interim Phase 2 results for its mRNA therapeutic
candidate, ARCT-810, for ornithine transcarbamylase (OTC) deficiency. Concurrently,
the company introduced its revolutionary next-generation mRNA delivery platform,
LUNAR 2.0™, LUNAR 2.0™ demonstrated an astounding performance in non-human
primates (NHP), achieving up to a 40-fold increase in protein expression compared to
the existing LUNAR 1.0. This significant advancement enables the company to integrate
a new OTC deficiency candidate, ARCT-2601, utilizing LUNAR 2.0™, into its ongoing
Phase 2 study.

Technical and Clinical Details: ARCT-810 Status and LUNAR 2.0™ Advantages

The interim Phase 2 results for ARCT-810 confirmed it to be generally safe and well-
tolerated, demonstrating promising activity across key urea cycle biomarkers in the
patient cohort. These findings suggest that mRNA therapy could be an effective

treatment option for patients with OTC deficiency.

The LUNAR 2.0™ platform represents an evolution of Arcturus' proprietary lipid
nanoparticle (LNP) delivery system. Building upon the technology developed for LUNAR
1.0, further optimization has dramatically improved the efficiency of mMRNA delivery to
liver cells and subsequent intracellular protein translation. Data from non-human
primates unequivocally show that this new platform can significantly enhance the
potency of mMRNA therapeutics. A 40-fold increase in protein expression suggests the
potential for achieving equivalent or superior therapeutic effects with lower doses, and

for extending applicability to diseases previously considered intractable.
o ARCT-810 Safety: Confirmed safe and well-tolerated in interim Phase 2 results.
o ARCT-810 Activity: Showed promising activity across key urea cycle biomarkers.

e LUNAR 2.0™: Next-generation mRNA delivery platform.

» Protein Expression Efficiency: Up to 40-fold increase in non-human primates
compared to LUNAR 1.0.

o Future Plans: Integration of LUNAR 2.0™-based ARCT-2601 into current Phase 2
study by year-end.



Background and Industry Context: OTC Deficiency and mRNA Therapy

Potential

OTC deficiency is a rare genetic disorder of the urea cycle, preventing the body from
breaking down ammonia, which can lead to severe neurological damage and life-
threatening complications. Current treatments are limited to dietary restrictions and
ammonia-scavenging drugs, lacking a fundamental cure. mMRNA therapy offers a
groundbreaking approach by delivering blueprints for the missing enzyme to cells,
enabling the body to produce the normal enzyme. Arcturus' advancement in LUNAR
technology maximizes the potential of mMRNA therapy, offering new hope to patients

suffering from this severe disease.

Future Outlook: Expanding Treatment Opportunities and Leading mRNA
Technology

The introduction of LUNAR 2.0™ and the integration of ARCT-2601 into clinical trials are
poised to set a new standard in mRNA delivery technology, with the potential to
significantly expand therapeutic opportunities for a wide range of genetic and other
diseases. The 40-fold efficiency improvement could lead to reduced mRNA
requirements, lower manufacturing costs, and decreased side effect risks associated
with higher dosages. Arcturus is at the forefront of mMRNA therapeutic development,
expected to lead the future where this technology reaches more patients as a next-
generation medicine. The progress of the LUNAR 2.0™-powered development pipeline

and its eventual regulatory approval will be closely watched.

Source: https://www.morningstar.com/news/business-wire/20260923761420/arcturus-therapeutics-
announces-interim-otc-deficiency-phase-2-results-and-introduces-lunar-20-next-generation-mrna-
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#06 Elunetirom: Phase 2 AMPLIFY-BD trial results for
bipolar depression

Published September 22, 2026 Pharmacally International

| oveERVIEW

Elunetirom demonstrated favorable results in the Phase 2 AMPLIFY-BD open-label
trial for bipolar depression, significantly reducing depressive symptoms and improving
patient function. In 21 adults with moderate-to-severe major depressive episodes of
bipolar | or Il disorder, evaluated as an add-on therapy to existing mood
stabilizers/atypical antipsychotics, the median HAMD-17 score decreased by 16.8
points from baseline at week 6, which was statistically significant at all reported time
points (p<0.001). This suggests Elunetirom's potential as a new effective option for

bipolar depression.



| IN DEPTH

Key Findings: Elunetirom Demonstrates Significant Antidepressant Effects in

Bipolar Depression Phase 2

Elunetirom reported favorable top-line results in the Phase 2 AMPLIFY-BD open-label
trial for patients with bipolar depression, achieving significant reductions in depressive
symptoms and improvements in patient functioning. This outcome suggests that
Elunetirom could be a valuable new treatment option for bipolar depression patients who

have not achieved adequate relief with existing therapies.

Technical and Clinical Details: Substantial Improvement in HAMD-17 Scores

The AMPLIFY-BD trial was conducted as an open-label study involving 21 adults
experiencing moderate-to-severe major depressive episodes of either bipolar | or bipolar
Il disorder. Elunetirom was evaluated as an add-on therapy to patients' existing
regimens of mood stabilizers and/or atypical antipsychotics. The primary outcome, the
median change in the Hamilton Depression Rating Scale (HAMD-17) score at week 6,
showed a substantial reduction of 16.8 points from baseline. This improvement was
statistically significant at all reported time points (p<0.001), underscoring Elunetirom's

robust antidepressant effects.

o Patient Population: 21 adults with moderate-to-severe major depressive episodes of
bipolar | or Il disorder.

o Evaluation Period: 6 weeks.

» Treatment: Add-on therapy to existing mood stabilizers and/or atypical

antipsychotics.

¢ Primary Outcome (HAMD-17 Score): Median reduction of 16.8 points from baseline

at week 6.
o Statistical Significance: Statistically significant at all reported time points (p<0.001).
This data indicates that Elunetirom demonstrates high efficacy in combination with

existing medications for bipolar depression, and further validation in larger clinical trials

is anticipated.



Background and Industry Context: Challenges in Treating Bipolar Depression

Bipolar depression is a chronic mental iliness characterized by alternating episodes of
mania/hypomania and depression, with depressive phases often severe and treatment-
resistant. Existing antidepressants can pose a risk of inducing mood switching (transition
to mania/hypomania) in bipolar patients, thereby limiting treatment options.
Consequently, there is a high unmet need for new therapeutic agents that carry a low
risk of mood switching or demonstrate high efficacy in combination therapies.
Elunetirom's success holds the potential to address this unmet need and improve

patients' quality of life.

Future Outlook: Potential for Treatment Guideline Changes and Improved

Patient Outcomes

The favorable Phase 2 results for Elunetirom could significantly impact the treatment
paradigm for bipolar depression. If its efficacy and safety are further confirmed in larger,
pivotal Phase 3 clinical trials, Elunetirom may be incorporated into treatment guidelines
for bipolar depression. This could enable more patients to receive effective treatment,
not only alleviating depressive symptoms but also contributing to overall functional
improvement and enhanced quality of life. Its development trajectory as a new

therapeutic option in the psychiatric field is keenly watched.

Source: https://pharmacally.com/elunetirom-phase-2-bipolar-depression-trial/
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#07 Sotyktu: Bristol Myers Squibb's first oral TYK2
inhibitor FDA specs

Published September 17, 2026 MarketBeat USA

| oveERVIEW

Bristol Myers Squibb (BMS) announced FDA approval on March 6, 2026, for
Sotyktu® (deucravacitinib), an oral selective tyrosine kinase 2 (TYK2) inhibitor, for the
treatment of active psoriatic arthritis in adults. Sotyktu is the first TYKZ2 inhibitor
approved for this indication, marking a significant advance in the disease's treatment
paradigm. Additionally, BMS's Opdivo in combination with AVD received priority
review designation for the first-line treatment of untreated Stage Il or IV classical

Hodgkin lymphoma, further strengthening the company's oncology pipeline.



| IN DEPTH

Key Findings

Bristol Myers Squibb (BMS) announced that Sotyktu® (deucravacitinib), an oral selective
tyrosine kinase 2 (TYK2) inhibitor, received U.S. Food and Drug Administration (FDA)
approval on March 6, 2026, for the treatment of active psoriatic arthritis in adults. Sotyktu
is notable as the first TYK2 inhibitor approved for psoriatic arthritis, offering a novel

therapeutic option for this chronic autoimmune condition.

Technical/Clinical Details

o Sotyktu (Deucravacitinib): Sotyktu specifically inhibits TYKZ2, thereby modulating
the signaling of inflammatory cytokines (such as IL-12, IL-23, and Type | interferons)
implicated in the pathogenesis of psoriatic arthritis. Its mechanism of action is distinct
from that of JAK inhibitors, suggesting a more selective immunomodulatory effect.
Phase 3 clinical trials demonstrated significant improvements in joint symptoms, skin
lesions, and physical function compared to placebo, alongside a favorable safety

profile. Its oral administration provides a convenient treatment option for patients.

e Opdivo plus AVD Combination Therapy: Furthermore, BMS's immune checkpoint
inhibitor, Opdivo (nivolumab), in combination with the AVD chemotherapy regimen
(doxorubicin, bleomycin, vinblastine, dacarbazine), received FDA Priority Review
designation for the first-line treatment of untreated Stage Ill or IV classical Hodgkin
lymphoma. This designation is granted to therapies that, if approved, could offer

significant improvements over existing treatments for serious conditions.



Background & Context

Psoriatic arthritis is a chronic autoimmune disease characterized by both skin psoriasis
and joint inflammation, leading to impaired physical function and a significant reduction
in quality of life. Current treatment options have included disease-modifying
antirheumatic drugs (DMARDs) and biologics, but some patients experience inadequate
response or intolerable side effects. The introduction of an oral TYK2 inhibitor like
Sotyktu provides a new avenue for patients who may prefer oral medications or have not
responded to conventional therapies. TYK2 inhibitors, owing to their selectivity, may offer
a safety advantage over broader JAK inhibitors, positioning them as an important class
in future autoimmune disease treatment. Concurrently, while the prognosis for Hodgkin
lymphoma has improved with treatment advancements, optimizing initial therapy,
especially in advanced stages, remains critical. The Opdivo plus AVD combination holds

potential for further improving treatment outcomes.

Strategic Significance & Outlook

The FDA approval of Sotyktu offers a new oral treatment option for patients with psoriatic
arthritis, significantly contributing to improved disease management. This market
introduction strengthens BMS's presence in the autoimmune disease landscape. The
Priority Review designation for the Opdivo and AVD combination therapy indicates a
potential significant advancement in Hodgkin lymphoma treatment, with the upcoming
approval decision keenly awaited. BMS continues to advance its innovative pipeline in
immunology and oncology, and these developments represent crucial milestones in

diversifying its portfolio and addressing unmet patient needs.

Source: https://www.marketbeat.com/stocks/NYSE/BMY/fda-events/
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#08 FDA: Non-animal testing standard roadmap and
2030 timeline

Published September 21, 2026  Vertex Al Search (grounding-api-redirecth 5 D1E#R) USA

| oveERVIEW

The FDA announced plans to remove animal testing references from drug
regulations, clarifying that companies can seek drug approval without animal data.
This pivotal shift encourages the use of alternative methods like organ-on-a-chip
technology, advanced computational models, and Al-driven simulations. Building on
its April 2025 declaration to make non-animal testing the 'standard, not the exception'
by 2030, the FDA is paving the way for significantly reducing the need for animal

testing in new drug development.



| IN DEPTH

Key Findings

The U.S. Food and Drug Administration (FDA) has announced plans to update its drug
regulations by removing references to animal testing, thereby clarifying that companies
can secure drug approvals without submitting animal testing data. This landmark move
aligns with the FDA's long-term goal, declared in April 2025, to make non-animal testing
the 'standard, not the exception' by 2030, profoundly shifting the paradigm for new drug

development.

Technical/Clinical Details

This regulatory change is set to significantly impact traditional drug development
processes, actively encouraging the utilization of data derived from alternative testing

methodologies:

¢ Organ-on-a-chip technology: These microfluidic devices mimic human organs and
physiological systems, enabling in vitro assessment of drug efficacy and toxicity. They
offer higher predictive accuracy for human-specific responses compared to animal

models, providing a more relevant platform for drug evaluation.

o Advanced computational models: This includes in silico models for predicting
pharmacokinetics (PK) and pharmacodynamics (PD), molecular docking simulations,
and Al/machine learning algorithms. These models leverage vast datasets to predict

drug properties, reducing the need for extensive physical testing.

o Al-driven simulations: Utilizing artificial intelligence to virtually simulate drug safety,
efficacy, and side effect profiles. This accelerates the screening of drug candidates
and allows for early identification of compounds likely to fail, thereby reducing

development costs and timelines.

« Expanded In Vitro Testing: Greater reliance on human cell and tissue-based test

systems for detailed analysis of drug mechanisms of action and toxicity.

These technologies hold the potential to evaluate human-specific responses that are
often difficult to replicate in animal studies, leading to the development of safer and more

effective drugs.



Background & Context

For decades, animal testing has been a regulatory requirement for confirming the safety
and efficacy of pharmaceuticals, despite ongoing ethical concerns, high costs, and
limitations in human predictability. Recent technological advancements in non-animal
testing methods have led to the emergence of new tools that are comparable to, or even
superior to, animal models in their predictive capabilities for human outcomes. The
FDA's clear statement in April 2025 to make non-animal testing the 'standard' by 2030,
and this subsequent regulatory update, are concrete steps towards realizing this vision.
This initiative not only elevates ethical standards in research and development but also
streamlines the drug discovery process and promotes drug development based on more

human-relevant data.

Strategic Significance & Outlook

The FDA's decision marks a significant turning point for the pharmaceutical industry,
spurring accelerated investment in and adoption of non-animal testing methods. This
shift is expected to shorten new drug development cycles and reduce costs.
Furthermore, as drugs are developed based on data more specific to human biology,
clinical trial failure rates are anticipated to decrease, leading to the delivery of safer and
more effective drugs to patients. This forward-thinking regulatory approach not only
contributes to animal welfare but also has the potential to profoundly influence global
regulatory landscapes, serving as a model for balancing rigorous data-driven evaluation
with rapid responsiveness to patient needs. In the long term, these alternative testing
methods could become primary evidence for drug approvals, fundamentally transforming

the landscape of drug discovery.

Source: https://www.humaneworld.org/en/blog/win-fda-takes-steps-away-from-animal-testing
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#09 SORT LNPs explained: Novel 5th lipid component
for organ delivery

Published September 18, 2026 Patsnap  Singapore

| oveERVIEW

Patsnap's September 18, 2026 analysis highlights Selective Organ Targeting (SORT)
Lipid Nanoparticles (LNPs) as a groundbreaking technology for highly efficient,
organ-specific delivery of nucleic acid payloads to organs like the liver, lung, and
spleen. This precision is achieved by fine-tuning the charge and ratio of a novel 'fifth
lipid component' in addition to standard LNP constituents. SORT LNPs accommodate
a broad range of nucleic acid cargo, from mRNA to gene editing constructs,

promising significant advancements in drug delivery systems.



| IN DEPTH

Key Findings

A data-driven analysis published by Patsnap on September 18, 2026, spotlights
Selective Organ Targeting (SORT) Lipid Nanoparticles (LNPs) as a transformative
technology designed for highly efficient, organ-specific delivery of nucleic acid payloads.
This innovation, at the confluence of formulation chemistry and delivery biology, offers a
potent solution to overcome the limitations of systemic drug administration, paving the

way for more precise and effective therapies.

Technical/Clinical Details

The core innovation of SORT LNPs lies in their unique composition and sophisticated
delivery mechanism. While conventional LNPs typically comprise four lipid components,
SORT LNPs incorporate a 'fifth lipid component.' By precisely adjusting the charge and
ratio of this additional lipid, researchers can engineer the nanoparticles to achieve
remarkable organ specificity. This tailored composition enables SORT LNPs to
selectively interact with specific cell surface receptors in target organs—such as the
liver, lung, and spleen—thereby concentrating the nucleic acid payload where it is most

needed.
Key attributes include:

o Organ Specificity: Manipulating the lipid composition allows for targeted delivery to

specific organs like the liver, lungs, and spleen.

o Versatile Nucleic Acid Cargo: Capable of encapsulating a wide array of nucleic acid
payloads, including mRNA for vaccines and therapeutics, siRNA for gene silencing,

and gene editing constructs like CRISPR.

» Precise Formulation Chemistry: The introduction of the fifth lipid component
significantly enhances the precision of drug delivery, contributing to reduced off-target

effects and maximized therapeutic efficacy.

The patent landscape indicates intense competition in this area, with numerous filings
related to lipid compositions and organ-specific delivery methods, underscoring the

strategic importance of this technology.



Background & Context

Nucleic acid-based therapeutics hold immense promise, but their clinical utility has been
hampered by challenges in systemic delivery, including off-target effects and insufficient
cellular uptake. Selective delivery to specific cells or organs is paramount for ensuring
both safety and efficacy. SORT LNPs emerge as a powerful solution to this challenge,
with broad applications anticipated across gene therapy, mRNA vaccines, and RNAI

treatments, representing a critical advancement in the field of drug delivery systems.

Strategic Significance & Outlook

The continued advancement of SORT LNP technology is poised to instigate a paradigm
shift in drug delivery. Future developments are expected to focus on designing even
more refined lipid compositions and expanding targeted delivery to a wider range of
organs, including the brain, heart, and kidneys, potentially unlocking new therapeutic
avenues for previously untreatable diseases. Scaling up manufacturing processes and
reducing production costs remain key challenges, but their resolution will enable broader
access to these transformative nucleic acid medicines, ultimately benefiting a larger

patient population globally.

Source: https://www.patsnap.com/resources/blog/rd-blog/selective-organ-targeting-lipid-nanoparticle-

composition-patent-landscape-patent-landscape/
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#10 Enicepatide: Roche's Phase Il results for diabetes
and obesity

Published September 22, 2026 Roche Switzerland

| oveERVIEW

On September 22, 2026, Roche announced positive topline Phase Il results for its
once-weekly dual GLP-1/GIP receptor agonist, enicepatide (CT-388), in adults with
type 2 diabetes and overweight or obesity. The study successfully met its primary
endpoints, showing dose-dependent and clinically meaningful reductions in both
blood glucose and body weight over 48 weeks. Specifically, the highest dose (24 mg)
achieved an average HbA1c reduction of 2.65% from baseline and an impressive

average body weight reduction of 15.5%.



| IN DEPTH

Key Findings

Roche announced on September 22, 2026, that its investigational once-weekly dual
GLP-1/GIP receptor agonist, enicepatide (development code CT-388), achieved
favorable topline results in a Phase Il clinical trial. The study targeted adult patients living
with type 2 diabetes and concurrent overweight or obesity. Enicepatide demonstrated
dose-dependent and clinically significant improvements in both glycemic control and
body weight over a 48-week treatment period, with the highest dose group achieving an

average HbA1c reduction of 2.65% and a mean body weight reduction of 15.5%.

Technical/Clinical Details

Enicepatide (CT-388) is a dual agonist designed to activate both glucagon-like peptide-1
(GLP-1) and glucose-dependent insulinotropic polypeptide (GIP) receptors. GLP-1
receptor agonists are known for their glucose-lowering and weight-reducing effects,
while GIP receptor agonism is believed to further augment these benefits through
enhanced insulin secretion and direct actions on adipose tissue. This dual targeting

strategy aims for superior metabolic improvements.
Key details from the Phase Il topline results:

o Patient Population: Adults with type 2 diabetes and overweight or obesity.
* Dosing Frequency: Once-weekly administration.

» Primary Endpoints Met: Significant, dose-dependent reductions in both HbA1c and

body weight were observed over 48 weeks.

o Specific Outcomes for Highest Dose (24 mg) Group:

o HbA1c Reduction: An average decrease of 2.65% from baseline, indicating a
potent glucose-lowering effect that is competitive with, or potentially superior to,

many existing therapies.

o Body Weight Reduction: An average decrease of 15.5% from baseline,
representing a substantial weight loss that could set a new benchmark in obesity

management.

o Safety Profile: The report indicated a "favorable safety profile," with detailed safety

data to be released in due course.



These results suggest that enicepatide may offer superior efficacy compared to existing

single GLP-1 receptor agonists and other diabetes/obesity treatments.

Background & Context

Type 2 diabetes and obesity are intertwined global health epidemics with escalating
prevalence. GLP-1 receptor agonists have emerged as transformative therapies in
recent years, demonstrating remarkable efficacy in both glycemic control and weight
reduction. The development of dual agonists targeting both GLP-1 and GIP receptors
represents the next frontier, promising enhanced synergistic effects beyond those of
single agonists. Roche's strong Phase Il results position it as a significant contender in

this rapidly evolving and highly competitive market.

Strategic Significance & Outlook

The compelling Phase Il results for enicepatide strongly support its progression into
Phase Il clinical trials. Should these results be replicated with a maintained favorable
safety profile in larger trials, enicepatide has the potential to become a leading
therapeutic agent, reshaping the treatment paradigm for type 2 diabetes and obesity.
Roche's success with enicepatide would establish it as a key player in the expanding
GLP-1/GIP market. For patients, this could mean access to a more potent and
comprehensive treatment option for effectively managing both blood glucose and body

weight, improving long-term health outcomes and quality of life.

Source: https://www.roche.com/media/releases/med-cor-2026-09-22
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#11 UZEDY: Teva's risperidone real-world data and

cost specs

Published September 18, 2026 Teva (Press Release) 1 XZI)L

| oveERVIEW

Teva announced new real-world data at Psych Congress 2026, demonstrating that
UZEDY® (risperidone extended-release injectable) for schizophrenia significantly
improved treatment adherence and reduced emergency care utilization and overall
healthcare costs compared to other long-acting injectables (LAIls). This data suggests
UZEDY lowers the risk of treatment failure and improves patient outcomes. Patients
with Bipolar | Disorder (BD-I) switching from oral antipsychotics to UZEDY also

showed a significant reduction in treatment failure.



| IN DEPTH

Key Findings: Teva's UZEDY® Demonstrates Superior Real-World Efficacy and

Cost-Effectiveness in Schizophrenia

Teva Pharmaceuticals has announced compelling new real-world data, presented at
Psych Congress 2026, indicating that its schizophrenia treatment, UZEDY® (risperidone
extended-release injectable), significantly improves treatment continuation rates,
reduces emergency care utilization, and lowers overall healthcare costs when compared
to other long-acting injectables (LAls). These findings strongly suggest that UZEDY
provides substantial clinical benefits in the long-term management of patients with

schizophrenia, offering significant public health value.

Technical & Clinical Details: Enhanced Adherence and Cost Reduction with
UZEDY®

The real-world data, derived from a large-scale analysis of patients with schizophrenia,
revealed that the UZEDY® treatment group experienced a statistically significant lower
risk of treatment failure compared to groups receiving other LAls. This directly translates
to improved treatment adherence, a critical factor in preventing relapse, stabilizing
symptoms, and consequently reducing reliance on high-cost healthcare services such as
emergency room visits and hospitalizations. Specifically, UZEDY® was shown to
markedly decrease emergency care utilization, contributing to tangible reductions in
associated healthcare expenditures. Furthermore, the analysis extended to patients with
Bipolar | Disorder (BD-I) who transitioned from oral antipsychotics to UZEDY®. This
cohort also demonstrated a significant reduction in treatment failure rates, suggesting
UZEDY's efficacy and clinical utility may extend beyond schizophrenia to related

psychiatric conditions.



Background & Industry Context: The Role of LAls and Real-World Evidence in

Schizophrenia Management

Poor medication adherence is a leading cause of relapse and exacerbation in
schizophrenia, making long-acting injectables (LAIs) vital tools for improving treatment
continuity and supporting patients. LAls like UZEDY® alleviate the daily burden of
medication intake for patients and simplify treatment management for healthcare
providers. This real-world evidence is particularly valuable as it assesses the drug's
effectiveness and cost-benefit in actual clinical practice, aspects often difficult to fully
capture in controlled clinical trials. The demonstrated reduction in emergency medical
utilization and healthcare costs carries significant implications for the broader healthcare
system and could influence future treatment guidelines and reimbursement policies in

psychiatry.

Outlook: Shaping New Standards in Psychiatric Care and Driving Value

The established real-world superiority of UZEDY® has the potential to significantly
impact the treatment paradigm for schizophrenia and related psychiatric disorders.
Improved treatment continuation rates and reduced healthcare expenditures benefit not
only individual patients by enhancing their quality of life but also contribute to the
sustainability of the overall healthcare system. UZEDY® is expected to further solidify its
position as a cost-effective and clinically superior option among LAls. This robust data
provides psychiatrists and policymakers with strong evidence to more actively integrate
UZEDY® into treatment plans, helping to establish new standards of care for mental

health conditions.

Source: https://ir.tevapharm.com/news-and-events/press-releases/press-release-details/2026/Teva-
Highlights-New-Real-World-Data-Showing-UZEDY-risperidone-Outperforms-Other-Long-Acting-
Injectables-in-Keeping-Schizophrenia-Patients-on-Treatment-While-Reducing-Emergency-Care-and-

Healthcare-Costs/default.aspx
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#12 AlphaFold: 2,800+ Al viral protein structures
explained

Published September 24, 2026 Mirage News International

| OVERVIEW

AlphaFold has significantly expanded its database to include Al-predicted protein
complex structures for over 2,800 viruses, prioritizing those known to infect humans,
to enhance global pandemic preparedness. This open-access dataset, a result of a
collaboration between EMBL-EBI and Google DeepMind, provides foundational

knowledge crucial for accelerating the development of diagnostics, therapeutics, and
vaccines against future outbreaks.



| IN DEPTH

Key Findings

AlphaFold, the leading artificial intelligence platform for protein structure prediction, has
unveiled a major expansion to its database, now incorporating Al-predicted protein
complex structures for over 2,800 viruses. This new, openly accessible dataset is
specifically designed to bolster global pandemic preparedness by prioritizing viruses
known to infect humans, thereby accelerating research into future diagnostic,

therapeutic, and vaccine solutions.

Technical/Clinical Details

This groundbreaking dataset is the culmination of an international collaboration between
Google DeepMind and the European Bioinformatics Institute (EMBL-EBI). AlphaFold's
sophisticated Al models are capable of accurately predicting not only individual viral
proteins but also the complex assemblies they form, which are critical for their biological
functions such as replication, host cell entry, and immune evasion. The database
includes structures from a wide array of public health-relevant viruses, including SARS-
CoV-2, influenza viruses, and Ebola virus. These structural insights are invaluable for
rational drug design, repurposing existing drugs, developing highly specific diagnostic
tools, and identifying novel targets for next-generation vaccines. While the dataset
provides fundamental structural knowledge, it does not directly predict viral behavior or
the impact of mutations, focusing instead on providing the molecular blueprints for

deeper scientific inquiry.

Background & Context

Pandemics have repeatedly demonstrated their devastating impact on global public
health and economies, highlighting the urgent need for rapid development of
diagnostics, treatments, and preventive measures against emergent pathogens. Al tools
like AlphaFold offer a transformative advantage by dramatically accelerating protein
structure determination, a traditionally time-consuming and resource-intensive
experimental process. In virology, understanding the intricate interactions involving
diverse viral proteins is paramount for devising effective therapeutic strategies. This
large-scale release of structural data serves as a vital resource for researchers
worldwide, enabling them to gain deeper insights into viral mechanisms and expedite the

drug discovery process.



Strategic Significance & Outlook

The release of AlphaFold's viral protein complex structures redefines the role of Al in
pandemic preparedness. It empowers researchers to identify vulnerabilities in viruses
and focus on designing drug candidates without spending extensive time and resources
on experimental structure elucidation. This dataset is expected to foster collaboration
among academia, pharmaceutical companies, and biotech firms, accelerating the
discovery of new diagnostics, therapies, and vaccines. Moving forward, Al is anticipated
to play an even more critical role on the frontlines of pandemic prevention and response,
with potential applications in predicting viral evolution and modeling more detailed host-

pathogen interactions.
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