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AI-Driven Bio-Innovation

Advanced therapies, diagnostics, and manufacturing are rapidly evolving through AI, gene
editing, and precision delivery, accelerating patient access.

Al-driven Clinical Candidates iPSC Therapy Approvals H1 2026 Biopharma M&A; FDA-Approved Dual
(Japan) Value Glucose-Ketone Wearables

I Weekly Summary

The Medical & Bio domain is experiencing a transformative week, with Al and gene editing driving
breakthroughs across cell culture, regenerative medicine, drug discovery, and biosensors. Key developments
include FDA approvals for iPSC-derived therapies in Japan, novel gene editing for sickle cell disease,
Al-accelerated drug discovery yielding 75 clinical candidates, and the first dual glucose-ketone wearable
biosensor. Manufacturing scale-up, regulatory flexibility, and M&A; activity underscore a dynamic landscape
focused on efficiency and patient access, while challenges in public trust and supply chain robustness persist.

I 4 Sub-Topic Summary

Sub-Topic Headline Momentum Key Insight
Cell Culture Bioprocessing Innovates with Al, Single-Use Acceleratin  Advanced cell culture is
Technology Systems, Reducing Costs by 30% g leveraging Al, digital twins, and

single-use systems to drastically
cut manufacturing costs and
development timelines,
exemplified by 4basebio's 30%
DNA reduction in viral vector
production. This accelerates
commercialization of cell and
gene therapies and cultivated
meat, despite regulatory and
consumer acceptance hurdles.
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iPSC &
Regenerative
Medicine

Drug Discovery
& DDS

Biosensors

iPSC Therapies Gain 2 Approvals, Gene Editing
Resolves Sickle Cell in 42 Patients

AI Accelerates Drug Discovery, Yielding 75
Clinical Candidates in 10 Years

FDA Approves First Dual Glucose-Ketone
Wearable, Advancing Personalized Monitoring

Acceleratin
g

Building

Acceleratin
g

iPSC-derived therapies achieved
major milestones with Japan's
first conditional approvals for
heart failure and Parkinson's,
and Broad Institute's base
editing resolving sickle cell
disease in 42 patients. AI-guided
bioreactors and advanced
CRISPR tools are addressing
manufacturing bottlenecks and
enhancing precision, accelerating
clinical translation and
commercialization.

Al is revolutionizing drug
discovery, drastically cutting
R&D; costs and timelines, with
AlI-driven companies advancing
75 drug candidates into clinical
trials. Innovations in bispecific
antibodies, molecular glues, and
advanced DDS like BBB
penetration strategies are
expanding the druggable
proteome and improving
targeted delivery, despite M&A;
consolidation and patent cliff
pressures.

Wearable biosensors are
transforming healthcare with the
FDA approval of Abbott's Libre
Duo 10 Day, the first continuous
dual glucose-ketone monitor for
diabetes patients. Al integration
is enabling real-time,
non-invasive monitoring of
multiple biomarkers from sweat,
accelerating early disease
detection and personalized
interventions, from ICU sepsis
diagnosis to kidney disease
management.
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OO0 JAPAN EXCLUSIVE

troy-technical.com

2026.08.24 — 08.30 | Sources: TDnet, METI, NEDO, Gemini Search Grounding

Takeda Secures Dual Approvals for Novel Narcolepsy Treatment ORZEYFUL

Source: Takeda Pharmaceutical (TDnet, Gemini Grounding)

Summary: Takeda Pharmaceutical has received significant regulatory approvals for ORZEYFUL
(oveporexton), the first orexin agonist for narcolepsy type 1. The Japanese Ministry of Health, Labour and
Welfare approved the drug on August 24, 2026, followed by U.S. FDA appro...

WHY ENGINEERS SHOULD CARE

The rapid development and dual market entry of novel small molecules like ORZEYFUL (TAK-861) highlight the
increasing reliance on advanced computational drug design, AI-driven target identification, a...

Daiichi Sankyo Advances Oncology Pipeline with I-DXd FDA Filing for SCLC
Source: Daiichi Sankyo (TDnet, Gemini Grounding)

Summary: Daiichi Sankyo has filed ifinatamab deruxtecan (I-DXd), a novel Antibody-Drug Conjugate (ADC),
with the U.S. FDA for second-line extensive-stage small cell lung cancer (ES-SCLC). The FDA has granted
Breakthrough Therapy Designation and Priority Review, with a ...

WHY ENGINEERS SHOULD CARE

The accelerated regulatory path for ADCs like I-DXd emphasizes the critical role of advanced analytical chemistry
equipment for precise linker design and conjugation, alongside high-precision manufact...

Chugai Pharmaceutical Files for Japan's First Anti-IL-6 Antibody in Uveitis

Source: Chugai Pharmaceutical (TDnet, Gemini Grounding)

Summary: Chugai Pharmaceutical has submitted a manufacturing and marketing approval application in
Japan for bamiquibart, an anti-IL-6 monoclonal antibody, targeting macular edema associated with
non-infectious uveitis. If approved, this would be the first anti-IL-6 an...

WHY ENGINEERS SHOULD CARE

The development of highly specific monoclonal antibodies like bamiquibart requires sophisticated protein engineering
software, extensive bioinformatics for target validation, and advanced bioreactor c...

This Week's Japan Technology Highlights
Japan's biotech sector saw significant advancements with Takeda's dual approval of a novel narcolepsy drug

and Daiichi Sankyo's ADC pipeline progressing towards an October 2026 PDUFA date, highlighting

accelerated drug development cycles.
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OO CHINA WATCH

troy-technical.com

2026.08.24 — 08.30 | 3-Axis: China Move / Verification / Engineer Implications

WuXi Biologics Global Capacity Expansion and BIOSECURE Act Implications for
Biomanufacturing Supply Chains

m China's Move

WuXi Biologics is aggressively expanding its global biomanufacturing capacity, reporting 18.4%
year-over-year (YoY) revenue growth (23.4% in USD) in the first half of 2026, driven by complex biologics
such as antibody-drug conjugates (ADCs) and bi-/multi-speci...

m Technical Verification

WuXi Biologics completed its first GMP production campaign at MFG17 in Fengxian, Shanghai, with zero

[CONFIRMED] e N ) . . . :
deviations, providing 9,000L capacity. / WuXi Biologics secured FDA Pre-License Inspection approv...

Process Scale-Up and Transfer Reliability: Consistently achieving high yield, purity, and quality for
complex biologics across multiple new and expanded facilities, especially during scale-up from c...

m Implications for Western Engineers
e Supply Chain Diversification: Evaluate current and future reliance on single-source CDMOs, especially those
with significant Chi...

e Capacity Planning & Risk Assessment: Incorporate geopolitical risk factors (e.g., BIOSECURE Act, potential
future designations) ...

e Technology Transfer & Process Robustness: For projects with WuXi Biologics, ensure robust technology
transfer packages and proce...

China's Evolving Pharmaceutical Procurement and Regulatory Landscape: Implications for
Market Access

m China's Move

China's National Healthcare Security Administration (NHSA) released a new five-year plan (2026-2030) on
August 19, 2026, aimed at enhancing healthcare security system accessibility, affordability, and
sustainability. This follows the conclusion of the 12th nat...

m Technical Verification

The 12th national VBP batch concluded its bidding process on August 4, 2026, with 521 products from

[CONFIRMED] ) R . A
327 companies preliminarily selected. / The VBP framework has resulted in over US$60 billion in sa...

Quality-by-Design (QbD) & Manufacturing Robustness for VBP: Meeting the increasingly stringent
quality and manufacturing requirements for VBP, especially for complex generics and biosimilars,
demand...

m Implications for Western Engineers

e Product Portfolio Prioritization: Re-evaluate your drug pipeline and market entry strategies for China,
prioritizing innovative ...

e Manufacturing Process Optimization: Invest in advanced manufacturing technologies and Quality-by-Design
(QbD) principles to ensu...

e Regulatory Intelligence & Agility: Enhance capabilities for real-time monitoring of NMPA and NHSA policy
changes (e.g., VBP rule...
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I Key Trends This Week (5 Total)

Al & Digital Twins Revolutionize Bioprocessing & Drug Discovery

Al & Digital Twins Drive 30% Cost Reduction, 75 Clinical Candidates

Al and digital twin technologies are fundamentally transforming bioprocessing and drug discovery, enabling
significant cost reductions (e.g., 30% in viral vector DNA, S1-06) and accelerating R&D; timelines. Al-driven
platforms have advanced 75 drug candidates into clinical trials (S3-02) and optimize manufacturing from cell
culture (S1-04, S1-08, S1-10, S1-14, S1-16, S1-19, S1-21) to iPSC production (S2-01, S2-18, S2-23) and
gene editing tool design (S2-13). This integration enhances efficiency, predictability, and scalability across
the Medical & Bio domain.

Cost Reduction (Viral Vector DNA) Al-driven Clinical Candidates

30% 75

» Western OEM » Western CDMO/CRO » Western Equipment Maker » Western T&M; Provider
Refs: S1-04 S1-06 S1-08 S1-10 S1-14 S1-16 S1-19 S1-21 S2-01 S2-13 S2-18 S2-23 S3-01 S3-02 S3-06 S3-23 S3-27

_ iPSC & Regenerative Medicine

Advanced Gene Editing & Cell Therapies Accelerate Clinical Translation

Gene Editing Resolves Sickle Cell in 42 Patients, iPSC Therapies Gain 2 Approvals

Breakthroughs in gene editing, particularly DSB-independent CRISPR (S2-02, S2-06, S2-07) and base editing
(S2-09, S2-13, S2-23), are resolving genetic diseases like sickle cell in 42 patients. iPSC-derived therapies
have achieved clinical success with Japan's first conditional approvals for heart failure and Parkinson's
(S1-09, S2-04). Regulatory flexibility (S1-24) and dedicated manufacturing platforms (S2-01, S2-22) are
accelerating the translation of these advanced cell and gene therapies to patients globally.

Sickle Cell Patients Resolved iPSC Therapy Approvals (Japan)

42 p

» Western OEM » Western CDMO/CRO P Western Material Supplier » Western Equipment Maker

Refs: S1-03 S1-09 S1-15 S1-20 S1-23 S1-24 S2-01 S2-02 S2-03 S2-04 S2-05 S2-06 S2-07 S2-08 S2-09 S2-10 S2-11 S2-12 S2-13 S2-14 S2-15
S2-16 S2-17 S2-18 S2-20 S2-21 S2-22 S2-23 S2-24 S2-25 S2-26 S2-27 S2-28 S2-29 S2-30

Personalized Medicine Driven by Wearable Biosensors & Digital Biomarkers
First Dual Glucose-Ketone Wearable Approved, 66 Digital Biomarkers Identified

Personalized medicine is advancing rapidly with wearable biosensors, exemplified by Abbott's FDA-approved
Libre Duo 10 Day, the first continuous dual glucose-ketone monitor (S4-04, S4-17, S4-18, S4-19, S4-20,
S4-21, S4-22, S4-23). Al-driven platforms like Google's CoDaS are identifying numerous digital biomarkers
(66 in initial evaluations, S4-08) from wearable data, enabling real-time, non-invasive monitoring for chronic
disease management and early detection of conditions like sepsis and kidney disease (S4-03, S4-05, S4-07,
S4-10, S4-11, S4-12, S4-13, S4-14, S4-16).
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Digital Biomarkers Identified Continuous Ketone Monitoring Duration

66 14 days

» Western OEM » Western T&M; Provider » Western Material Supplier » Western Equipment Maker
Refs: S4-03 S4-04 S4-05 S4-07 S4-08 S4-09 S4-10 S4-11 S4-12 S4-13 S4-14 S4-16 S4-17 S4-18 S4-19 S4-20 S4-21 S4-22 S4-23

_ Drug Discovery & DDS

Biopharma M&A; & CDMO Expansion Drive Manufacturing Capacity
H1 2026 Biopharma M&A; Surges, CDMOs Expand Capacity by $2.18B

The biopharma sector is experiencing a surge in M&A; activity (S3-18, S3-19, S3-24), driven by patent cliffs
and pipeline enhancement, with deals like Sun Pharma's $11.75B acquisition of Organon. CDMOs are
strategically expanding capabilities, exemplified by Samsung Biologics' $2.18B rights offering for acquisitions
and campus expansion (S3-26), and KOLON Biotech boosting end-to-end services (S1-02, S1-17). This
consolidation and investment aim to meet growing demand for advanced therapies and streamline
manufacturing, but also highlight the capital intensity and stringent demands of scalable production (S2-17).

H1 2026 Biopharma M&A; (Sun Pharma) Samsung Biologics Expansion

$11.75B $2.18B

» Western OEM » Western CDMO/CRO » Western Distributor » Western Equipment Maker
Refs: S1-02 S1-17 S2-17 S2-20 S2-21 S3-18 S3-19 S3-24 S3-26 S3-30

_ Drug Discovery & DDS

Novel Drug Modalities & Delivery Systems Expand Druggable Targets
Bispecific Antibodies, Molecular Glues, & BBB Shuttles Expand Therapeutic Options

Innovations in drug modalities and delivery systems are expanding the 'druggable' proteome and improving
therapeutic efficacy. Bispecific antibodies (15 FDA-approved, 600+ in trials, S3-03, S3-12, S3-16) and
molecular glues (S3-09, S3-10, S3-13, S3-14) offer new mechanisms for targeted protein degradation and
cancer therapy. Concurrently, advanced DDS like Caltech's 'BrainCAB' (S3-17) and specific peptides (S3-07)
are overcoming the blood-brain barrier, opening new avenues for neurological disease treatment. siRNA
therapies also show promise for gene silencing (S3-08, S3-25).

FDA-Approved Bispecific Antibodies BBB-Blocked Drugs

15 95%

» Western OEM » Western Material Supplier » Western Equipment Maker
Refs: S3-03 S3-04 S3-05 S3-07 S3-08 S3-09 S3-10 S3-12 S3-13 S3-14 S3-16 S3-17 S3-25
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I Macro Market Indicators

Indicator Direction Value
US FDA Approvals 1 Multiple
for Advanced
Therapies
Biopharma M&A; T Surging
Activity
Global Clinical ) Top 5
Trial Growth
(Japan)
European - 38%
Consumer Trust in
Food Tech

I Macro Environment Summary

Global biopharma activity is surging, driven by significant M&A;, increased clinical trial growth, and a wave of
FDA approvals across advanced therapies and diagnostics. While regulatory bodies like the FDA are
streamlining processes for cell and gene therapies, consumer trust in novel food technologies remains a

critical barrier in Europe. This dynamic environment signals robust innovation but also highlights the need for

Note

Increased regulatory
flexibility and approvals
for gene therapies,
iPSC-derived treatments,
and advanced diagnostics.

Significant acquisitions
and investments driven by
patent cliffs and pipeline
enhancement.

Japan ranked among the
top 5 countries globally
for clinical trial growth
between Q2 2024 and Q2
2025.

Only 38% of highly
trusting European
consumers are open to
novel food technologies
like cultivated meat.

strategic market engagement and public education.

I Market Data: IBB (Biotech) Weekly Trend

208.95 USD -2.16%

Source

S1-24, S2-09, S2-26, S3-11, S3-29, S4-04

S3-18, S3-19, S3-24, S3-26

S1-20

S1-13
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I Action Recommendations by Player

Action Recommendations for Western OEM
OEM Eli Lilly, Bristol Myers Squibb, Pfizer, Moderna, Acadia Pharmaceuticals, Revolution Medicines, Rhythm
Pharmaceuticals, GSK
Western OEMs are rapidly integrating Al into R&D;, with Eli Lilly securing FDA approval for its oral GLP-1
agonist Foundayo (S3-11) and Revolution Medicines gaining approval for RASONQUE™ (S3-29). They are
also leveraging advanced therapies like personalized mRNA vaccines (MSD-Moderna, S2-28) and gene
therapies (Acadia, S2-27).
I Risk
o If Chinese CDMOs like WuXi XDC continue aggressive capacity expansion ($1.2B by 2030, S3-30), Western
OEMs may face supply chain dependencies for advanced biologics.

I Opportunity
e Western OEMs can acquire innovative pipelines from smaller biotechs, leveraging the current M&A; surge
(S3-18, S3-24) to fill patent cliff gaps and expand into high-growth areas like obesity and rare diseases.

I Actions This Week
e Evaluate Q4 2026 M&A; targets for novel GLP-1 or gene therapy assets to secure future pipeline growth.
O Scenario: If Al-driven drug discovery accelerates to 100+ clinical candidates by 2028, then Western OEMs
must invest in internal Al capabilities or strategic partnerships to avoid falling behind in R&D; efficiency.
[ Quick Win : Initiate discussions with Al drug discovery firms like Noetik (S3-27) or Profluent (S2-13) by next
month to explore collaboration on early-stage oncology or rare disease targets.

Action Recommendations for Western Contract Manufacturer
CDMO/CRO Lonza, Oxford BioMedica, Cellistic, Genezen
Western CDMOs like Lonza are expanding services, with RaMP accelerating custom media supply to 10 days
(51-07, S1-25). Cellistic is launching new GMP platforms for iPSC-derived therapies (S2-22). However, some,
like Cellares, face challenges meeting commercial production requirements (BMS terminated $380M CAR-T
deal, S2-17).
I Risk
¢ If manufacturing bottlenecks for advanced therapies persist, Western CDMOs risk losing contracts to
competitors or internal OEM production, as seen with BMS and Cellares (S2-17).

I Opportunity
e Western CDMOs can invest in Al-guided 3D bioreactors (S2-18) and single-use systems (S1-04, S1-16, S1-19)
to offer scalable, cost-efficient manufacturing solutions for iPSC and gene therapies, targeting a growing market.

I Actions This Week
e Schedule Q3 2026 capacity reservation meetings with Lonza and Samsung Biologics before their slots fill by

Q2.

O Scenario: If demand for allogeneic iPSC therapies doubles by 2028, then Western CDMOs without
established GMP-compliant, scalable bioreactor platforms will lose market share — prioritize investment in 3D
bioreactor technology now.

[] Quick Win : Conduct a Q4 2026 internal audit of current bioprocess automation and digital twin integration to
identify immediate efficiency gains in cell culture.

Action Recommendations for Western T&M; Provider
T&M; Roche, Abbott
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Western T&M; providers are leading innovation in diagnostics, with Roche gaining FDA clearance for its
Elecsys® pTau2l7 blood test for Alzheimer's (S4-02) and Abbott launching the first FDA-authorized dual
glucose-ketone wearable (S4-04, S4-17, S4-18, S4-19, S4-20, S4-21, S4-22, S4-23). These advancements
enable earlier disease detection and personalized monitoring.

I Risk
e If non-Western competitors rapidly develop and commercialize similar advanced diagnostic wearables at lower
costs, Western T&M; providers could face market erosion.

I Opportunity
e Western T&M; providers can expand into AI-driven digital biomarker identification (S4-05, S4-08) and
non-invasive multi-organ health monitoring via sweat sensors (S4-07, S4-10, S4-14), tapping into the growing
personalized and preventive medicine market.

I Actions This Week
e Allocate Q4 2026 R&D; budget to integrate AI/ML for predictive analytics in new wearable biosensor product
lines.

[0 Scenario: If continuous multi-biomarker monitoring becomes standard for chronic disease management by
2029, then Western T&M; providers without comprehensive, Al-integrated wearable platforms will lose
competitive edge — accelerate multimodal sensor development.

[ Quick Win : Partner with a leading Al research institution (e.g., Google Research, S4-08) by year-end to
explore new digital biomarker discovery from existing wearable data.

Action Recommendations for Western Material Supplier
Material Corning, 4basebio, ADM
Western material suppliers like Corning are expanding portfolios in 3D cell culture and bioprocess solutions
(S1-18), crucial for advanced therapy manufacturing. There's a growing emphasis on animal-free and
chemically defined media (S1-05) to enhance reproducibility and safety.
I Risk
e If supply chain disruptions for critical raw materials (e.g., cell culture media components, viral vector
materials) intensify, Western suppliers could face production delays and increased costs.

I Opportunity
e Western material suppliers can develop and commercialize novel, high-performance, animal-free cell culture

media (S1-05) and specialized materials for advanced DDS (e.g., MOF microneedles, S4-11) and gene editing
delivery systems (S2-06), addressing unmet needs in biomanufacturing and diagnostics.

I Actions This Week
e Invest in R&D; for next-generation animal-free cell culture media by Q1 2027 to meet increasing regulatory

and ethical demands.

[0 Scenario: If regulatory bodies mandate animal-free media for all clinical-grade cell therapies by 2028, then
Western material suppliers without a robust portfolio of chemically defined alternatives will face significant
market access barriers — prioritize product development now.

[ Quick Win : Engage with key CDMOs and iPSC therapy developers this month to understand their specific
needs for advanced, animal-free media and delivery system components.

Action Recommendations for Western Distributor
Distributor Arrow Electronics

Western distributors play a critical role in the complex biopharma supply chain, facilitating the flow of
specialized materials, reagents, and equipment. The increasing complexity of advanced therapies and global

manufacturing necessitates robust logistics and value-added services.

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.24 — 08.30 | Page 9



I Risk
e If biopharma companies increasingly consolidate supply chains or insource distribution for critical components,
Western distributors could see reduced market share and margin pressure.

1 Opportunity
e Western distributors can specialize in cold chain logistics for cell and gene therapies (S1-02), offer value-added
services like inventory management for single-use systems (S1-04, S1-16, S1-19), and provide regulatory
compliance support for global distribution.

I Actions This Week
e Develop a specialized cold chain logistics offering for cell and gene therapy products by Q2 2027, targeting
emerging biotechs.

O Scenario: If global supply chain volatility for biomanufacturing materials increases by 15% in 2027, then
Western distributors without diversified sourcing and robust inventory management systems will struggle to
meet client demands — implement advanced predictive analytics for supply chain risk by year-end.

[ Quick Win : Identify 3-5 emerging cell and gene therapy companies this week and offer tailored supply chain
solutions for their early-stage development needs.

Action Recommendations for Western Equipment Maker
Equipment Corning

Western equipment makers are crucial for scaling biomanufacturing, with companies like Corning offering
closed-system culture platforms (HYPERStack®, S1-18) and bioreactor technologies (S1-03, S2-18). They
are also integrating Al and digital twins into bioprocess equipment (S1-04, S1-08, S1-19).

I Risk
o If the adoption of advanced bioprocessing equipment is slower than anticipated due to high capital costs or
integration challenges, Western equipment makers could face delayed revenue growth.

I Opportunity
e Western equipment makers can focus on developing Al-integrated, automated, and modular single-use
bioprocessing systems (S1-04, S1-16, S1-19) that reduce footprint and operational costs, catering to the
demand for scalable and flexible manufacturing for cell and gene therapies.

I Actions This Week
e Launch a new line of Al-integrated, single-use bioreactors by Q1 2027, emphasizing reduced footprint and
operational efficiency.

[0 Scenario: If the industry shifts predominantly to continuous bioprocessing and single-use systems by 2029,
then Western equipment makers not offering fully integrated, automated solutions will lose market leadership
— accelerate R&D; in modular, closed-system platforms now.

[0 Quick Win : Host a webinar next month showcasing the ROI of AI-driven digital twin integration for
bioprocess scale-up, targeting CDMO and OEM R&D; directors.
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I Impact Matrix (Players x Trends)

++ = Strong Tailwind + = Tailwind 0 = Neutral — = Headwind —— = Strong Headwind
TR-01 TR-02 TR-03 TR-04
Player HIGH HIGH MED MED
AL &D Advanc Person Biopha

Western OEM

Western CDMO/CRO

Western T&M;

Provider

Western Material

Supplier

Western Distributor

Western Equipment

Maker

++ + ++ +
+ ++ + 0
++ + 0 +4
+ + + +
(0] 0 + 0
++ + 0 +

I Timeline This Week (10 Events)

Date

2026-08-20

2026-08-20

2026-08-20

2026-08-23

2026-08-24

2026-08-25

2026-08-26

2026-08-27

2026-08-27

Tag Headline

product

milestone

product

product

policy

product

product

product

product

FDA Approves First Gene Therapy for Glycogen Storage
Disease Type Ia (GSDIa)

MSD-Moderna Reports Positive Phase III Results for
Personalized mRNA Melanoma Therapy

Eli Lilly's Oral GLP-1 Agonist 'Foundayo' Receives FDA
Approval for Obesity

Roche Elecsys® pTau217 Blood Test Gains FDA Clearance
for Alzheimer's Detection

FDA Grants Fast Track Designation to Erasca's Oral
Pan-RAS Molecular Glue ERAS-0015

Abbott's Libre Duo 10 Day System Authorized by FDA as
First US Continuous Dual Glucose-Ketone Wearable

Revolution Medicines' RASONQUE™ (daraxonrasib)
Receives FDA Approval for Metastatic Pancreatic Cancer

Japan Approves World's First iPSC-Derived Therapies
'ReHeart' for Heart Failure and 'Amchepry' for Parkinson's
Disease

Pfizer and BioNTech's XFG-Adapted COVID-19 Vaccine
Receives U.S. FDA Approval
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Novel
+
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+
+
+
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Source
USA S2-26
USA S2-28
USA S3-11
USA S4-02
USA S3-10
USA S4-04
USA S3-29
Japan S1-09
USA S3-28



Date Tag Headline Source

2026-09-07 milestone Advanced Therapies Europe & CAR-TCR Summit to International S2-21
Address Cell & Gene Therapy Scale-Up
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I Company Spotlight

Abbott [ABT] 7 FDA authorization for Libre Duo 10 Day, first dual glucose-ketone
wearable.
This breakthrough device provides continuous monitoring for diabetes patients, enabling early DKA detection

and setting a new standard in personalized health management.

e Expand global market penetration for Libre Duo 10 Day, targeting EU and APAC regulatory approvals by Q2
2027.

REPROCELL [4978.T] T Pioneering integrated iPSC manufacturing platform, accelerating
US Phase III programs.
Their StemEdit and bioreactor technologies enable clinical-scale, low-immunogenicity iPSC production, crucial

for allogeneic cell therapies and reducing development costs.

e Seek strategic partnerships with Western CDMOs and biopharma for iPSC platform licensing and
co-development by Q1 2027.

Eli Lilly [LLY] T FDA approval for oral GLP-1 agonist Foundayo for obesity treatment.
Foundayo offers a convenient, once-daily oral option, positioning Lilly strongly in the rapidly growing

metabolic disease market.

e Aggressively launch Foundayo in key Western markets, leveraging its convenience advantage over existing
GLP-1 therapies by Q4 2026.

I Technology Roadmap

2026
& FDA approvals for dual glucose-ketone wearables (Abbott, S4-04)
@ Japan's first iPSC-derived therapy approvals (S1-09)
& Al-driven drug discovery yields 75 clinical candidates (S3-02)

2027
& Commercialization of first oral GLP-1 agonists (Eli Lilly, S3-11)

& Initial safety data from Duchenne muscular dystrophy gene therapy trials (Precision BioSciences, S2-16)

& Continued expansion of Al-integrated bioprocessing solutions (S1-04, S1-08)

2028

@ Broader adoption of animal-free cell culture media (S1-05)
& Potential for 100+ AI-driven drug candidates in clinical trials

& Increased market penetration of advanced gene editing for genetic disorders

2029

& Standardized continuous multi-biomarker monitoring via wearables (S4-03, S4-05)
& Predominant shift to continuous bioprocessing and single-use systems (S1-16)

& Commercial-scale allogeneic iPSC cell therapy production (S1-15, S2-03)

plokce)
& WuXi XDC's $1.2B ADC manufacturing capacity expansion (S3-30)

& 3D bioprinting market projected to hit $6.7B (S2-19)
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# Widespread adoption of Al-designed protein technologies in drug screening (S3-23)
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I References (112 Total)

ID

S1-01

S1-02

S§1-03

S1-04

S1-05

S1-06

S1-07

S1-08

S$1-09

S1-10

S1-11

S1-12

S1-13

S1-14

Title

Synthego Highlights CRISPR's Potential to
Drastically Improve Cultivated Meat
Production Efficiency

KOLON Biotech Boosts End-to-End CDMO
Services for Advanced Cell, Gene, and
Exosome Therapies in South Korea

REPROCELL Enables Clinical-Scale iPSC
Manufacturing with StemEdit and Bioreactor
Technologies

Single-Use Mixing Solutions in Bioprocessing:
Optimizing Processes with Digital Twins and
Al

Frontiers Advocates for Animal-Free Media in
Cell Culture to Enhance Reproducibility

4basebio and Genezen Partnership
Revolutionizes Viral Vector Manufacturing:
Cell-Free Synthetic DNA Reduces Costs by
30%

Lonza Launches 'RaMP' Service, Accelerating
Custom Media Supply to 10 Business Days for
Early Bioprocess Development

Digital Twins Poised to Eclipse Traditional
Scale-Up Models in Bioprocess Development

Japan Approves World's First iPSC-Derived
Therapies 'ReHeart' for Heart Failure and
'Amchepry' for Parkinson's Disease

Al Accelerates Biosimilar Comparability:
Precise Detection of Structural Changes via
HDX-MS and 2D-NMR Data Analysis

US States Restrict Cultivated Meat Labeling,
Intensifying Legal Conflict Over Food Policy
and Federal Approval

FERM-AI Optimizes Microbial Cellulase
Fermentation with Risk-Aware Machine
Learning, Balancing Productivity and
Contamination Risk

EIT Food Report: European Consumer Trust
Gap Impedes Next-Gen Food Tech Adoption

Bioprocess Insider Reports Al Tools
Revolutionize Antibody Design, Viral Titer
Measurement, and Workforce Readiness in
Minutes, Optimizing Gene Therapy
Manufacturing

Source

Synthego

MTEC

REPROCELL

Industry Insight
(Facebook repost)

Frontiers

BioPharm
International

Manufacturing
Chemist

Pharma's
Almanac

Science Today

Pharma
Advancement

Food Policy
Watch (Facebook
repost)

Frontiers

Food Ingredients
First (via EIT
Food)

Bioprocess
Insider

Date

2026-08-20

2026-08-20

2026-08-27

2026-08-24

2026-08-25

2026-08-26

2026-08-27

2026-08-28

2026-08-27

2026-08-25

2026-08-24

2026-08-21

2026-08-20

2026-08-20

Region

us

South
Korea

Japan

Unkno
wn

Switzerl
and

us

Switzerl
and

us

Japan

us

us

Switzerl
and

Belgiu

UK
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Sub-Topic

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology



ID

S1-15

S1-16

S1-17

S1-18

S1-19

S1-20

S1-21

S1-22

S1-23

S1-24

S1-25

S1-26

S1-27

Title

The Medicine Maker Forecasts
Commercial-Scale iPSC Cell Therapy Hinges
on Allogeneic Advances and Manufacturing
Bottleneck Resolution

Drastic Cost Reduction in Biosimilar
Manufacturing: Integrated Strategies of
Continuous Bioprocessing, QbD, Single-Use
Systems, and Al

KOLON Biotech Expands Comprehensive
CDMO Services in Korea, Specializing in Cell,
Gene, and Exosome Therapies

Corning Life Sciences Expands Advanced 3D
Cell Culture and Bioprocess Solutions,

Accelerating Research and Clinical Translation

Integration of Digital Twins, AL, PAT, and IoT
Revolutionizes Single-Use Mixing Solutions in
Bioprocess Engineering for Enhanced
Robustness

Asia, Led by Japan, Emerges as Global

Clinical Research Hub, Fueled by Government

Investment in Regenerative Medicine and
Advanced Biomanufacturing

Al Transforms Hematopoietic Stem Cell
Research: Digital Twins and Reinforcement
Learning Applied from Disease Modeling to
Industrial CAR-T Cell Manufacturing

Upside Foods Withdraws $50M Bid for
Believer Meats' US Facility, Signaling
Strategic Re-evaluation Amidst Industry
Consolidation

Japan Establishes Global Trust and Safety in
Stem Cell Therapy Through Rigorous Act on
the Safety of Regenerative Medicine (ASRM)

FDA Expands Regulatory Flexibility for Cell
and Gene Therapies, Streamlining CMC
Requirements to Accelerate Early Clinical
Development

Lonza Unveils Rapid Custom Media
Prototyping Service (RaMP) to Drastically
Accelerate Early Bioprocess Development
Timelines

4basebio and Genezen Partner to
Revolutionize Viral Vector Manufacturing:
hpDNA Boosts AAV Titers by up to 33-fold

ADM Invests $55.5M in Clinton, Iowa Facility
to Expand Precision Fermentation Capacity
for High-Value Bio-Based Products

Source

The Medicine
Maker

Pharma
Advancement

MTEC

Corning

Facebook

GlobalData

Baishideng
Publishing Group

AgFunderNews

Grand Green
Osaka Umekita
Clinic

Medicinova, Inc.
(Facebook)

Outsourced
Pharma

AllSci

Green Queen
Media

Date

2026-08-23

2026-08-25

2026-08-20

2026-08-20

2026-08-24

2026-08-26

2026-08-22

2026-08-26

2026-08-28

2026-08-25

2026-08-20

2026-08-26

2026-08-24

Region

UK

us

South
Korea

us

Global

Japan

Global

us

Japan

us

Global

Global

us
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Sub-Topic

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology



ID

S1-28

S2-01

S2-02

S2-03

S2-04

S2-05

S2-06

S2-07

S2-08

S$2-09

S2-10

S2-11

Title

Estonian Innovators AIO and TFTAK Secure
€1.94M for DigiFoundry 2.0: Scaling Precision
Fermentation for Cost-Efficient Microbial Oils

REPROCELL Pioneers Integrated iPSC
Manufacturing Platform, Accelerating US
Phase III Clinical Programs with AI-Enhanced
Gene Editing and GMP Compliance

Next-Generation CRISPR Tools Revolutionize
Precise Gene Editing, Bypassing
Double-Strand Breaks for Enhanced
Therapeutic Safety and Consistency

Commercial-Scale iPSC Cell Therapy
Production Gains Traction with US Clinical
Trial Progress and Master Cell Bank
Establishment

iPSC 20th Anniversary: Japan Leads with
Conditional Approvals, Facing Challenges of
Public Trust and Universal Access

Chinese Trial Reports 90% Heart Function
Improvement in Phase 2 Heart Failure
Patients Treated with iPSC-Derived
Cardiomyocytes

CRISPR Frontiers 2026: Innovations in
DSB-Independent Editing and Delivery
Systems Boost Genome Editing Precision and
Stability

CRISPR/Cas9 Evolves into Multi-Tool:
Expanding Applications from Leukemia
Screening to CAR-T Cell Engineering and
Epigenome Editing

USC Initiates Phase 1 REPLACE™ Clinical Trial
for Parkinson's with Autologous iPSC-Derived
Dopaminergic Neurons (RNDP-001), Aiming
to Restore Motor Function

Sickle Cell Gene Therapy Breakthrough:
Broad Institute's Base Editing Permanently
Resolves Disease in 42 Patients; FDA
Approval & Stanford Trial Expansion
Underway

IPS HEART's iPSC-Derived Cell Therapy
ISX9-CPC Secures FDA Rare Pediatric Disease
Designation, Advancing Clinical Trials for
Cardiac & Rare Muscle Disorders

6th iPSC Drug Development Summit Focuses
on Manufacturability, Regulatory Alignment,
and Scalable Development Models

Source
(=/-)
REPROCELL

News-Medical.net

The Medicine
Maker

Facebook

(Science Vibes)

South China
Morning Post
(SCMP)

Addgene Blog

NHSJIS

Dr. Marie
Laguna's Blog

Facebook
(Stanford
Medicine)

Facebook (IPS
Heart)

RegMedNet

Date

2026-08-26

2026-08-27

2026-08-20

2026-08-23

2026-08-23

2026-08-20

2026-08-25

2026-08-27

2026-08-24

2026-08-25

2026-08-23

2026-08-21

Region

TRk

— 57

Japan

us

UK

us

China

us

us

us

us

us

UK

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.24 — 08.30 | Page 17

Sub-Topic

Cell Culture
Technology

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine



ID

S2-12

S2-13

S2-14

S2-15

S2-16

S2-17

S2-18

S2-19

S$2-20

S2-21

S2-22

Title

Comprehensive Review of CRISPR Gene
Therapy: Potential Applications and
Challenges for Sickle Cell Disease and
Beta-Thalassemia

AI Accelerates Gene Editing Tool
Development: Profluent Unveils
OpenCRISPR-1, First Al-Designed
Open-Source CRISPR, Heralding a New Era of
Genomic Medicine

CRISPR Therapeutics Diversifies Pipeline into
In Vivo Gene Editing and Off-the-Shelf CAR-T
Cell Therapies, Leveraging Casgevy
Commercialization Experience

Mayo Clinic Leads ARPA-H Initiative to
Advance Gene-Editing Therapies for Rare
Immune Diseases, Integrating CRISPR and
Novel Delivery for Over 500 Inborn Errors of
Immunity

Precision BioSciences Initiates Phase 1/2
FUNCTION-DMD Clinical Trial for
PBGENE-DMD Gene Therapy: Applicable to
60% of DMD Patients, Initial Safety Data
Expected by Year-End

Bristol Myers Squibb Terminates $380M
CAR-T Manufacturing Partnership with
Cellares Due to Production Failures for
Breyanzi

AI-Guided 3D Bioreactors Revolutionize iPSC
Manufacturing: Scaling Up and Cutting Costs
for Accelerated Commercialization

AI-Driven 'GRACE' System Poised to
Revolutionize 3D Bioprinting, Address Organ
Shortages; Market Expected to Hit $6.7B by
2033

Exosome-Based Therapeutics Development
Summit Convenes in Boston to Address
Manufacturing, Regulatory, and Clinical
Challenges

Global Summits Confront Cell & Gene
Therapy Scale-Up: Automation, Cost
Efficiency, and Mass Production Strategies

Cellistic Expands iPSC Therapy Manufacturing
with New GMP Platforms for
Immuno-Oncology and Regenerative
Medicine

Source

International
Journal of Basic &
Clinical
Pharmacology

Facebook

Venture Atlas

Mayo Clinic News
Network

Precision
BioSciences, Inc.
(Press Release)

PharmalLive

Wiley Analytical
Science

TELUGU TIMES

Hanson Wade
Conferences

Informa Connect

Cellistic Press
Release (via
PharmaTimes)

Date

2026-08-24

2026-08-25

2026-08-25

2026-08-27

2026-08-24

2026-08-26

2026-08-28

2026-08-26

2026-08-28

2026-09-07

2026-08-20

Region

Global

us

us

us

us

us

us

Interna
tional

us

Interna
tional

Belgiu
m
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Sub-Topic
iPSC &

Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine



ID

S§2-23

S2-24

S2-25

S2-26

S2-27

S2-28

S§2-29

S2-30

S3-01

S3-02

S3-03

S3-04

S3-05

S3-06

Title

Broad Institute Achieves Long-Term Brain
Organoid Longevity and Streamlines Prime
Editing with AI

Regenxbio's Hunter Syndrome Gene Therapy
Refiling Halted by Second FDA Clinical Hold

Decoding Hashimoto's: Exosomes Emerge as
Pivotal for Diagnosis and Therapy

FDA Approves First Gene Therapy for
Glycogen Storage Disease Type Ia (GSDIa),
Offering New Option for Patients Aged 8+

European Commission Approves Acadia's
Trofinetide as First EU Rett Syndrome
Treatment

MSD-Moderna Personalized mRNA
Neoantigen Combination Adjuvant Therapy
Reports Positive Phase III Results in
Melanoma

Bridging the Data Integrity Gap in
Pharmaceutical Quality Control: Ensuring
Reliability for Advanced Medicinal Products

Protein Interactions Shed New Light on
Autism Causes: Advancing Neurological
Disease Understanding

Al Accelerates Drug Discovery: AlphaFold,
Generative Models Drive R&D; Efficiency &
Clinical Pipeline Growth

Al Transforms Drug Discovery: Machine
Learning Drastically Cuts Costs & Timelines,
Yields 75 Clinical Candidates

Bispecific Antibodies Revolutionize Cancer
Therapy: 15 FDA-Approved, Over 600 in
Clinical Trials as T-Cell Engagers

Johns Hopkins' N4-Acetylcytidine (ac4C)
mRNA Platform Boosts Therapeutic Protein
Production Beyond Industry Standard

Antibody-Drug Conjugate (ADC)
Development Guide: Precise Design of
Monoclonal Antibodies, Linkers, and Payloads
is Key

Northeastern Graduate Research Highlights
Limits of AI in Drug Discovery: Human
Expertise Remains Crucial for Complex
Research

Source

Broad Institute

Fierce Biotech

PubMed

Pharmacy Times

European

Pharmaceutical

Review

European

Pharmaceutical

Review

European

Pharmaceutical

Review

Fierce Biotech

Markets Insider

Facebook

BroadPharm

Johns Hopkins

Medicine

Allucent

Northeastern
University

Date

2026-08-20

2026-08-24

2026-08-22

2026-08-20

2026-08-24

2026-08-20

2026-08-25

2026-08-27

2026-08-26

2026-08-25

2026-08-28

2026-08-20

2026-08-20

2026-08-26

Region

us

us

Interna

tional

us

EU

us

EU

us

us

us

us

us

us

us
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Sub-Topic
iPSC &

Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS



ID

S3-07

S3-08

S$3-09

S3-10

S3-11

S3-12

S3-13

S3-14

S§3-15

S3-16

S3-17

S3-18

S§3-19

Title

New Blood-Brain Barrier Penetration
Strategies: Peptides and 'Trojan Horse'
Approaches Revolutionize Brain Drug
Delivery

siRNA Therapy Successfully Switches Off
Harmful Genes: FDA-Approved Patisiran and
Other Drugs for Hereditary Amyloidosis

PROTACs vs. Molecular Glues: Comparing
Targeted Protein Degraders for Size and
Permeability in Drug Selection

FDA Grants Fast Track Designation to
Erasca's Oral Pan-RAS Molecular Glue
ERAS-0015 for Metastatic Pancreatic
Adenocarcinoma

Eli Lilly's Oral GLP-1 Agonist 'Foundayo
(orforglipron)' Receives FDA Approval for
Obesity and Overweight Treatment

NJ Cancer Care Offers New Hope for
Refractory Cancer Patients with Bispecific
Antibody Therapy

Scientists Discover POLDIP2 as 'Molecular
Glue' Controlling Heme, Unlocking Insights
for Rare Disease Treatment

Molecular Glue Degraders Expand Druggable
Proteome in Cancer Research: Simple
Structure Boosts CNS Delivery Potential

GLP-1 Receptor Agonist Mechanism of
Action: A Comprehensive Approach to
Glycemic Control, Weight Loss, and Metabolic
Health

A*STAR Successfully Identifies Bispecific
Antibody Stability Risks: Enhancing
Manufacturability and Robustness of
Next-Gen Biologics

Caltech Unveils 'BrainCAB' Molecular Shuttle
for Enhanced Blood-Brain Barrier Drug
Delivery Targeting Carbonic Anhydrase IV

Biopharma M&A; Surges in H1 2026, Led by
Sun Pharma's $11.75B Organon Acquisition
and Merck KGaA's $11.3B Bio-Techne Deal

Piramal Pharma Acquires Additional 40.67%
Stake in Yapan Bio; Curium Announces ~$8
Billion Acquisition of Lantheum

Source

Facebook

Works in Progress
Magazine

Drug Target
Review

OnclLive

Drugs.com

NJ Cancer Care

YouTube (The
Deep Dive Lab)

Facebook

(Document via
Google Search)

A*STAR

Caltech News

Herbert Smith
Freehills Kramer

Pharmaceutical
Technology

Date

2026-08-26

2026-08-25

2026-08-28

2026-08-24

2026-08-20

2026-08-21

2026-08-21

2026-08-22

2026-08-25

2026-08-20

2026-08-26

2026-08-26

2026-08-21

Region

us

UK

UK

us

us

us

us

us

Singapo
re

us

Global

Global
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Sub-Topic

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS



ID

S3-20

S3-21

S3-22

S3-23

S3-24

S3-25

S$3-26

S$3-27

S3-28

S$3-29

S3-30

Title

EMA's CHMP Endorses Marketing
Authorization Expansion for Rhythm
Pharmaceuticals' IMCIVREE (setmelanotide)
for Childhood Obesity in Rare Genetic
Disorders (Ages 2+)

Hanmi Pharm Enters $2.3 Billion Licensing
Agreement with Genentech for Global
Development and Commercialization of Novel
GLP-1-Independent Obesity Candidate
HM17321

Biohaven Secures Global Licensing Deal with
SK Biopharmaceuticals for Kv7 Ion Channel
Platform and Lead Epilepsy Candidate
Opakalim, Including $400M Upfront

Monod Bio Licenses AI-Designed Protein
Technologies to SignalChem Biotech for
Accelerated Custom Luminescent Assay
Development

Biopharma M&A; Intensifies Driven by Patent
Cliffs and Pipeline Enhancement, Evolving
Deal Structures with Increased CVRs

AusperBio Secures $120M Series C Funding
to Advance Phase 3 for Chronic Hepatitis B
ASO Therapy AHB-137 and Accelerate
Au-HALO™ Platform's HBV siRNA
Development

Samsung Biologics Announces KRW 3 Trillion
($2.18B) Rights Offering to Fund PolyPeptide
Group Acquisition and Bio Campus II
Expansion, Strengthening CDMO Leadership

Al Firm Noetik Achieves First Milestone in
GSK Collaboration, Deploying OCTO-VC
Foundational Model's Inference and
Fine-tuning Capabilities for Oncology Drug
Discovery

U.S. FDA Approves Pfizer and BioNTech's
XFG-Adapted COVID-19 Vaccine, Aligned
with 2026 Fall Vaccination Guidance

U.S. FDA Approves Revolution Medicines'
RASONQUE™ (daraxonrasib) as First Broad
RAS-Targeted Medicine for Metastatic
Pancreatic Cancer

WuXi XDC Reports $550.4M H1 Revenue
(37% YoY Growth) and Reaffirms $1.2B
Investment in ADC Manufacturing Capacity
by 2030

Source

Bio-Research.Al

Pharmaceutical
Executive Daily

PR Newswire

The Scientist

Endpoints News

BioSpace

PR Newswire

Business Wire

Pfizer

MarketScreener

Fierce Biotech

Date

2026-08-27

2026-08-24

2026-08-26

2026-08-26

2026-08-25

2026-08-28

2026-08-27

2026-08-26

2026-08-27

2026-08-26

2026-08-27

Region

Europe

Global

Global

Global

Global

Global

South
Korea

Global

us

us

China
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Sub-Topic

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS



ID

S4-01

S4-02

S4-03

S4-04

S4-05

S4-06

S4-07

S4-08

S4-09

S4-10

S4-11

S4-12

Title

Roche's PATHWAY® HER2 and VENTANA®
HER2 Dual ISH Companion Diagnostics
Approved by FDA for ZIITHERA® Eligibility in
HER2-Positive Metastatic Gastroesophageal
Adenocarcinoma

Roche's Elecsys® pTau217 Blood Test Gains
FDA Clearance, Enabling Alzheimer's Amyloid
Pathology Identification in Primary Care for
Individuals Aged 55+

Wearable Biosensors Revolutionize Personal
Health Monitoring in 2026: Real-time
Tracking and Diverse Form Factors Enhance
Chronic Disease Management

Abbott's Libre Duo 10 Day System Authorized
by FDA: First US Continuous Dual
Glucose-Ketone Wearable Provides Early DKA
Warning for Diabetes Patients Ages 2+

From Wearables to Digital Twins: AI-Driven
Biomarkers Reshape Personalized and
Predictive Medicine

South Korea's i-SENS Pioneers Connected
Diabetes Care Future with Enhanced
Biosensor Accuracy and CGM Innovation,
Accelerating Global Expansion

Flexible Wearable Sweat Sensor Enables
Real-Time, Non-Invasive Multi-Organ Health
Monitoring

Google's CoDaS Al Co-Data-Scientist Unlocks
66 Digital Biomarkers from Wearable Data

MEDICA 2026 Forecasts Wearable Tech
Future: Digital Biomarkers and AI-Powered
Remote Monitoring to Transform Healthcare

Wearable Sweat Sensors Revolutionize ICU
Monitoring: Al to Enable Ultra-Early
Diagnosis of Sepsis and Organ Failure via
Real-time, Non-invasive Biochemical
Fingerprints

MOF Microneedle Patch Revolutionizes Kidney
Disease Monitoring with Refrigeration-Free,
Month-Long Biomarker Detection

Wearable Biosensors and Al Advance
Personalized Health Monitoring: Real-time
Physiological Data Analysis Generates Clinical
Insights

Source

BioSpace

Roche (Press
REEENE))

News-Medical.net

Abbott & U.S.
Food and Drug
Administration
(FDA)

ceapress.org

i-SENS
(Interview)

Facebook

AlphaSignal News

MEDICA (Press
Release/Article)

EurekAlert!
(Journal of
Intensive
Medicine, May
2026 )

Washington
University in St.
Louis

International
Journal of New
Findings in Health
and Educational
Sciences (IJHES)

Date

2026-08-27

2026-08-23

2026-08-26

2026-08-25

2026-08-25

2026-08-28

2026-08-25

2026-08-23

2026-08-25

2026-08-25

2026-08-27

2026-08-24

Region

us

us

UK

us

us

South
Korea

German

us

German

us

us

Interna
tional
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Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors



ID

S4-13

S4-14

S4-15

S4-16

S4-17

S4-18

S4-19

S4-20

S4-21

S4-22

S4-23

S4-24

Title

Self-Powered Multimodal Wearable Systems
Revolutionize Digital Health: Energy
Harvesting and 3D Integrated E-Skin Enable
Simultaneous Monitoring of Pulse, Voice,
Motion, and Sweat Glucose

Caltech Engineers Pioneer Wearable Sweat
Biosensor for Non-Invasive Biomarker and
Drug Monitoring

Insertable Electrochemical Microsensors
Enable In Vivo Remote Monitoring of Plant
Stress Biomarkers: Revolutionizing Plant
Health Management

Microneedle Technology Evolves from Drug
Delivery to Integrated Biomarker Sensing

Systems: Driving Personalized Treatment and

POCT Diagnostics

HME News Reports: Abbott Gains FDA
Clearance for Dual Sensing Technology,
Marking New Step in DKA Prevention

FDA Clears First Continuous Glucose-Ketone
Monitor: Abbott's Libre Duo 10 Day
Transforms Diabetes Care

FDA Approves World's First Dual
Glucose-Ketone Continuous Monitoring
Wearable for Diabetes Patients: Early DKA
Risk Detection Enabled

Abbott Wins FDA Nod for World's First Dual
Glucose-Ketone Sensor, Bolstering Diabetic
Ketoacidosis Prevention

FDA Authorizes First Continuous
Glucose-Ketone Monitoring Wearable for
Diabetes Patients Aged 2 and Older: Libre
Duo 10 Day

Epocrates Explains: Ketone Tracking
Integrated into CGM with First-of-its-Kind
Wearable, Enhancing Diabetic Ketoacidosis
Prevention

TechRadar Hails 'Diabetes Breakthrough':
FDA Approves Abbott's World's First
Dual-Sensor CGM

Latest Innovations in Point-of-Care
Microdevices to be Unveiled at Microfluidics
2026 Conference in Berlin

I Editor's Note

Source

Date

The Royal Society 2026-08-23

of Chemistry

Facebook

ACS Publications

International
Journal of
Pharmaceutical
Sciences

HME News

Pharmacy Times

GIGAZINE

MDO Online

Patient Care
Online

Epocrates

TechRadar

2026-08-27

2026-08-20

2026-08-24

2026-08-27

2026-08-27

2026-08-26

2026-08-26

2026-08-25

2026-08-27

2026-08-26

Microfluidics 2026 2026-08-27

Conference

Navigating Bio-Innovation: Strategy for Western Leadership

Region

UK

us

us

Interna
tional

us

us

Japan

us

us

us

UK

German

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.24 — 08.30 | Page 23
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Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors



The Medical & Bio sector is at an inflection point, driven by the synergistic advancements in AI, gene editing,
and precision diagnostics. Western manufacturers and investors must recognize that these are not siloed
innovations but interconnected forces reshaping the entire value chain. The rapid clinical translation of
iPSC-derived therapies and gene editing breakthroughs, coupled with the FDA's flexible regulatory stance,
creates unprecedented opportunities for market entry and expansion.

However, challenges persist. Scaling advanced biomanufacturing remains capital-intensive, as evidenced by
the termination of a $380M CAR-T partnership due to production failures (S2-17). Furthermore, consumer
trust gaps, particularly in novel food technologies (S1-13), highlight the need for transparent communication
and clear benefit articulation. Western players must strategically invest in automation, digital twins, and

robust supply chain resilience to overcome these hurdles.

To maintain competitive leadership, Western firms must prioritize integrated R&D;, fostering collaborations
between Al developers, gene therapy specialists, and biosensor innovators. Proactive engagement with
regulatory bodies and a focus on cost-efficient, scalable manufacturing will be critical. The current M&A;
surge (S3-18, S3-24) offers a window to acquire complementary technologies and talent, securing pipelines

against future patent cliffs and accelerating time-to-market for life-changing therapies and diagnostics.
& How can Western OEMs best leverage Al-driven drug discovery platforms to accelerate pipeline development
and reduce R&D; costs by 25% within the next 18 months?

& What strategic investments in advanced biomanufacturing (e.g., 3D bioreactors, single-use systems) are
critical for Western CDMOs to meet the projected 2028 demand for allogeneic cell therapies?

& How can Western T&M; providers expand their leadership in personalized medicine by integrating Al with
multimodal wearable biosensors for predictive health insights, targeting a 15% market share increase by 2029?

Dr. Evelyn Reed Chief Technology Strategist
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