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Biotech Innovation Accelerates

Advanced therapies, AI-driven discovery, and real-time diagnostics are converging to
reshape medical and bio industries.

Exosome Therapy Market
Valuation

$1.97 $27.13 65.8 $58.1

7.14% CAGR to $38.29B .
by 2031 Doubled since 2016

Allogeneic Cell Therapy Market Biologics CDMO Market Perfusion Bioreactor Adoption

I Weekly Summary

The Medical & Bio domain is experiencing rapid transformation, driven by significant advancements in cell
culture, iPSC-based regenerative medicine, novel drug delivery systems, and biosensor technologies. Al and
digital twin integration are optimizing bioprocessing and drug discovery, while continuous manufacturing
gains traction. Regulatory bodies like the FDA are accelerating approvals for gene and cell therapies,
including iPSC-derived treatments, with Japan leading in conditional approvals. The CDMO market is
consolidating with major investments, and biotech VC funding is rebounding, albeit with a focus on late-stage
and Al-driven platforms. Wearable biosensors are expanding beyond glucose monitoring to offer real-time,
non-invasive detection of multiple biomarkers, promising personalized health management and early disease
detection. Western players must strategically invest in automation, AI, and advanced manufacturing to

maintain competitive advantage.

I 4 Sub-Topic Summary

Sub-Topic Headline Momentum Key Insight
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Cell Culture
Technology

iPSC &
Regenerative
Medicine

Drug Discovery
& DDS

Bioprocessing Intensifies with 65.8% Perfusion
Adoption, Al Optimizes 10+ Processes

iPSC Therapies Advance to Phase 3, FDA

Approves 3+ Gene Therapies

Al Fuels Drug Discovery, Novel Modalities Secure

$20.1B in H1 2026 VC Funding

Acceleratin
g

Building

Building

Chemically Defined Media and
perfusion bioreactors are driving
continuous biomanufacturing,
with AI and digital twins
optimizing cell culture workflows
and accelerating enzyme
discovery. CDMOs like Samsung
Biologics and Lonza are
expanding capacity and services,
securing over $13 billion in
contracts, to meet surging
demand for advanced
biotherapeutics.

iPSC-derived therapies for
Parkinson's and Type 1 Diabetes
are entering Phase 3 trials, with
Japan granting conditional
approvals for iPSC-based cardiac
and Parkinson's treatments.
Gene therapies for rare diseases
like GSD1a and sickle cell are
receiving FDA accelerated
approvals and label expansions,
driving a $1.97 billion allogeneic
cell therapy market by 2026.
Challenges remain in
commercial-scale manufacturing
and cost reduction.

Al is increasingly integrated into
biomarker discovery and
fermentation optimization,
accelerating the development of
novel therapeutics like siRNA,
circular RNA, and ADCs. Biotech
VC funding rebounded to $20.1
billion in H1 2026, primarily for
late-stage and AI-driven
platforms. Advanced delivery
systems like LNPs and
exosome-based platforms are
enhancing efficacy and safety,
despite exosomes lacking FDA
approvals.
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Biosensors

Wearable Biosensors Expand Beyond Glucose,
60% Reduction in DKA Emergencies

Acceleratin
g

Al-powered wearable biosensors
are revolutionizing diagnostics,
offering non-invasive, real-time
monitoring of multiple
biomarkers from blood pressure
to ketones and cortisol.
Innovations like continuous
ketone monitors have reduced
DKA emergencies by 60%, while
microneedle patches and smart
contact lenses promise early
disease detection and
personalized drug delivery. FDA
approvals for OTC CGMs are
broadening market access.
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OO0 JAPAN EXCLUSIVE

troy-technical.com

2026.08.17 — 08.23 | Sources: TDnet, METI, NEDO, Gemini Search Grounding

AMED Funds RIKEN for AI Platform in iPS Cell Research

Source: AMED (National Research and Development Agency, Japan Agency for Medical Research and Development)

Summary: AMED has adopted a project led by RIKEN to develop an Al analysis platform aimed at resolving
the critical issue of iPS cell line heterogeneity. This initiative, part of AMED's FY2026 "Regenerative/Cell/Gene
Therapy Realization Acceleration Program," seeks to ...

WHY ENGINEERS SHOULD CARE

Teams developing Al accelerators or specialized computing architectures for biological data should note this specific
application. Evaluate demand for high-performance computing (HPC) and data storage...

Daiichi Sankyo Partners with Tempus AI for ADC Biomarker Discovery

Source: Daiichi Sankyo (via Gemini Grounding)

Summary: Daiichi Sankyo announced a new partnership with Tempus AI on August 13, 2026, focusing on
Al-driven biomarker discovery. This collaboration aims to improve patient selection for Antibody-Drug
Conjugates (ADCs) in oncology, supporting Daiichi Sankyo's ambitious...

WHY ENGINEERS SHOULD CARE

Al hardware and software developers should monitor this collaboration for emerging requirements in oncology
biomarker discovery. Assess the need for specialized Al inference engines or data platforms ...

Daiichi Sankyo's Enhertu Achieves Phase 3 Success, Bolstering ADC Pipeline

Source: Daiichi Sankyo (via Gemini Grounding)

Summary: Daiichi Sankyo's Enhertu (trastuzumab deruxtecan), an Antibody-Drug Conjugate (ADC),
demonstrated a statistically significant and clinically meaningful improvement in progression-free survival
(PFS) in the DESTINY-Lung04 Phase 3 trial. Announced on August 17, ...

WHY ENGINEERS SHOULD CARE

Supply chain and manufacturing automation specialists should track the scaling needs for ADC production. Evaluate
potential demand for advanced robotics, sensor networks, and data analytics platforms ...

This Week's Japan Technology Highlights
Japan's biotech sector is rapidly integrating AI, with AMED funding an AI platform for iPS cell research
(adopted June 26, 2026) and Daiichi Sankyo partnering for Al-driven biomarker discovery.
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OO CHINA WATCH

troy-technical.com

2026.08.17 — 08.23 | 3-Axis: China Move / Verification / Engineer Implications

China's Biologics CDMO Landscape & Geopolitical Supply Chain Shifts

m China's Move

WuXi Biologics continues to expand its global manufacturing capabilities, with new facilities like the Singapore
modular Drug Product (DP) site (adding 120,000 liters capacity by 2027) and a Chengdu microbial
commercial manufacturing site (15,000-liter ferment...

m Technical Verification

WuXi Biologics' specific facility expansions (e.g., Singapore DP, Chengdu microbial site) and stated

[CONFIRMED] ) .
capacity targets. / The BIOSECURE Act officially became US law on December 18, 2025, as part of t...

Maintaining robust, globally diversified, and compliant biomanufacturing supply chains amidst escalating
geopolitical fragmentation and evolving regulatory landscapes. / Rapidly scaling up novel bio...

m Implications for Western Engineers
e Procurement & Supply Chain: Diversify CDMO partnerships beyond single-source Chinese providers to mitigate
geopolitical supply c...

e Process Development: Prepare for potential technology transfer to alternative CDMOs by ensuring robust,
well-documented, and tra...

e Risk Assessment: Re-evaluate timelines and costs for drug development programs reliant on Chinese CDMOs,
factoring in potential ...

China's Advanced Biologics Pipeline: ADCs and Bispecific Antibodies

m China's Move

China's biotech sector saw significant NMPA approvals, including Sunshine Guojian's Yisaina (anti-IL-13 mAb)
for gouty arthritis and Akeso's ivonescimab (PD-1/VEGF bispecific antibody) for advanced squamous NSCLC
(NMPA approvals, August 2026). CStone Pharmaceu...

m Technical Verification

NMPA approvals for Sunshine Guojian's Yisaina and Akeso's ivonescimab. / NMPA IND approvals for

[CONFIRMED]
CStone's CS5007 and Akeso's AK157D1.

Developing robust and safe antibody-drug conjugate (ADC) linker-payload technologies that balance
high efficacy with minimized systemic toxicity and off-target effects. / Optimizing bispecific and m...

m Implications for Western Engineers
e R&D Strategy: Benchmark internal ADC and bispecific antibody platforms against emerging Chinese designs,
focusing on novel linke...

e Business Development: Identify potential in-licensing or co-development opportunities for promising Chinese
assets with strong e...

e Clinical Development: Monitor Chinese clinical trial designs, regulatory pathways, and NMPA approval trends
for insights into ac...
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I Key Trends This Week (5 Total)

Al & Digital Twin Integration Transforms Biopharma R&D; and
Manufacturing

Al & Digital Twin Integration Transforms Biopharma R&D; and Manufacturing, Accelerating
10+ Processes

Al and digital twin technologies are revolutionizing bioprocessing, enzyme discovery, protein engineering,
and fermentation optimization, leading to enhanced efficiency and sustainability. Predictive simulations
enable real-time deviation detection and corrective actions in cell culture (CHO, microalgal), while Al-driven
biomarker discovery strengthens ADC clinical strategies. This integration is critical for accelerating drug

development and manufacturing across all sub-topics.

Bioprocess optimization Biotech VC funding for Al platforms

10+ applications $2.1 billion (Isomorphic Labs)

» Thermo Fisher Scientific » Daiichi Sankyo » Johns Hopkins Medicine » BlueRock Therapeutics » Modica
Refs: S1-04 S1-07 S1-13 S1-14 S1-19 S1-22 S1-23 S1-27 S3-04 S4-01 S4-08 S4-13 S4-14 S4-15

_ iPSC & Regenerative Medicine

Advanced Cell & Gene Therapies Reach Commercialization with Accelerated
Approvals

Advanced Cell & Gene Therapies Reach Commercialization with 5+ Accelerated Approvals

The commercialization of cell and gene therapies is accelerating, driven by FDA Fast Track and Accelerated
Approvals for treatments like Ultragenyx's GENGLYCOS for GSD1la and Vertex's CASGEVY for sickle cell
disease. iPSC-derived therapies for Parkinson's and Type 1 Diabetes are progressing to Phase 3, with Japan
leading in conditional approvals. Manufacturing scalability, immunogenicity, and cost reduction remain key
challenges for widespread adoption.

Allogeneic cell therapy market FDA approvals in August 2026

$1.97 billion by 2026 5+

» Vertex Pharmaceuticals » Ultragenyx » BlueRock Therapeutics » Intellia Therapeutics » Bristol Myers Squibb

Refs: S1-12 S1-15 S1-20 S1-21 S1-24 S1-26 S2-03 S2-05 S2-06 S2-07 S2-08 S2-09 S2-11 S2-12 S2-13 S2-19 S2-20 S2-21 S2-22 S2-23 S2-25
S3-01 S3-08

_ Cell Culture Technology

Continuous Biomanufacturing & CDMO Consolidation Drive Capacity
Expansion

Continuous Biomanufacturing & CDMO Consolidation Drive Capacity Expansion with $1.8B+
Investments

The biopharmaceutical industry is rapidly shifting towards continuous biomanufacturing, evidenced by the
doubling of perfusion bioreactor adoption to 65.8% since 2016. This trend, coupled with the need for
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consistent raw materials (Chemically Defined Media), is fueling significant CDMO consolidation and
investment. Samsung Biologics' $1.8 billion acquisition of PolyPeptide Group and Lonza's CHF 500 million
investment highlight the global race to expand capacity and diversify modalities.

Perfusion bioreactor adoption Samsung Biologics acquisition

65.8% (2026) $1.8 billion

» Samsung Biologics » Lonza » AGC Biologics » Pfizer » Boehringer Ingelheim
Refs: S1-01 S1-02 S1-03 S1-05 S1-06 S1-09 S1-17 S1-18 S1-25 S3-11 S3-14

Non-Invasive Wearable Biosensors Expand Beyond Glucose for Multiplex
Monitoring

Non-Invasive Wearable Biosensors Expand Beyond Glucose for Multiplex Monitoring, Reducing
DKA by 60%

Wearable biosensors are evolving beyond continuous glucose monitoring (CGM) to offer real-time,
non-invasive detection of multiple biomarkers, including ketones, blood pressure, cortisol, and lactate.
Innovations like continuous ketone monitors have demonstrated a 60% reduction in DKA emergencies.
Microneedle patches and smart contact lenses are emerging for early disease detection and personalized drug
delivery, driven by Al integration and miniaturization.

DKA emergency reduction FDA-approved OTC CGMs
60% 1 (Dexcom Stelo)

» Dexcom P Abbott » Johns Hopkins » Northwestern University » Virginia Tech
Refs: S4-01 S4-02 S4-04 S4-05 S4-07 S4-08 S4-12 S4-13 S4-15 S4-16 S4-17 S4-18 S4-20

_ Drug Discovery & DDS

Exosome Therapeutics & Advanced Delivery Systems Gain Traction Despite
Regulatory Hurdles
Exosome Therapeutics & Advanced Delivery Systems Gain Traction Despite Regulatory Hurdles,
Market Valued at $58.1B

The exosome therapy market is valued at $58.1 billion despite the absence of FDA-approved products, with
approximately 240 clinical trials underway. Extracellular vesicles show promise as biomarkers and targeted
drug delivery systems, particularly for neurodegenerative diseases due to their ability to cross the blood-brain
barrier. Concurrently, novel LNP systems for cyclic RNA and proprietary platforms like Serina's POZ are
enhancing the efficacy and safety of next-gen therapeutics.

Exosome market valuation Clinical trials for exosomes

$58.1 billion (2026) 240

» NurExone Biologic » Made Scientific » Nagoya University » Fujifilm » Serina Therapeutics
Refs: S2-01 S2-24 S3-03 S3-05 S3-06 S3-07

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.17 — 08.23 | Page 7



I Macro Market Indicators

Indicator Direction Value Note Source
Biotech VC T $20.1 Rebound driven by S3-13, S3-14
Funding H1 2026 Billion late-stage mega-rounds

and Al platforms

FDA Accelerated T 5+ New approvals for cell, S1-15, S1-20, S3-01, S3-08, S3-09

Approvals gene, and novel small
molecule therapies in

August 2026

CDMO M&A; & T $1.8 Billion = Samsung Biologics' S1-02, S3-11
Investment acquisition of PolyPeptide

Group, driving capacity

expansion
AI Adoption in T 10+ Articles highlighting Al's S1-04, S1-13, S3-04, S4-01
Biopharma R&D; role in bioprocessing, drug

discovery, and diagnostics

I Macro Environment Summary

Biotech venture capital funding rebounded to $20.1 billion in H1 2026, signaling renewed investor
confidence, particularly in late-stage and Al-driven drug discovery platforms. Regulatory bodies, notably the
FDA, are accelerating approvals for advanced cell and gene therapies, with over five new approvals in August
alone. The Contract Development and Manufacturing Organization (CDMO) sector is undergoing significant
consolidation and investment, exemplified by Samsung Biologics' $1.8 billion acquisition, driving global
capacity expansion. Concurrently, Al integration is rapidly transforming biopharma R&D; and manufacturing,
optimizing processes and accelerating discoveries across the domain.

I Market Data: IBB (Biotech) Weekly Trend

213.56 USD +7.72%

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.17 — 08.23 | Page 8



I Action Recommendations by Player

Action Recommendations for Western OEM

OEM Bristol Myers Squibb, Vertex Pharmaceuticals, Ultragenyx, Capricor Therapeutics, Eli Lilly, Novo Nordisk, Iovance
Biotherapeutics, Pfizer, Janssen Biotech, Editas Medicine, Intellia Therapeutics, BlueRock Therapeutics, Allogene
Therapeutics, Silence Therapeutics, Serina Therapeutics

Western OEMs are rapidly advancing cell and gene therapies, with Vertex's CASGEVY sales surging 151.3%
YoY and multiple FDA accelerated approvals for rare diseases. They are also investing in Al-driven drug
discovery and novel modalities like CELMoD and siRNA.
I Risk
e Over-reliance on external CDMO capacity could lead to supply chain bottlenecks and delays
e Competition from Asian CDMOs expanding rapidly (e.g., Samsung Biologics' 845,000L capacity) could erode
market share

e High R&D; costs for advanced therapies may not always translate to immediate market adoption

I Opportunity
e Lead commercialization of iPSC-derived therapies for large patient populations (e.g., Parkinson's, Type 1
Diabetes)
e Invest in Al-driven platforms to accelerate early-stage drug discovery and precision medicine, targeting
$20.1B H1 2026 VC-funded pipeline

e Secure manufacturing partnerships for complex modalities to ensure supply chain resilience

I Actions This Week
e By Q4 2026, establish dual-sourcing strategies for critical raw materials and CDMO services to mitigate supply
chain risks
e Within 6 months, evaluate Al-driven drug discovery platforms for integration into R&D; pipelines to enhance
efficiency
e By Q3 2027, initiate strategic partnerships with advanced bioprocessing equipment makers for iPSC
manufacturing
[0 Scenario: If commercial-scale iPSC manufacturing bottlenecks persist beyond 2027, Western OEMs will face
significant delays in bringing breakthrough therapies to market, losing first-mover advantage — initiate
strategic partnerships with advanced bioprocessing equipment makers now.
[ Quick Win : This week, task R&D; and procurement teams to identify 3-5 key CDMO partners for next-gen
modalities and schedule Q4 2026 capacity reservation discussions.

Action Recommendations for Western Contract Manufacturer
CDMO/CRO Lonza, AGC Biologics, Resilience
Western CDMOs are making significant investments (e.g., Lonza's CHF 500M fill-and-finish facility) to expand
capacity for biologics and advanced therapies, aiming to capture a market projected to reach $38.29 billion
by 2031.
I Risk
e Intense competition from large Asian players like Samsung Biologics could erode market share and pricing
power

¢ Rapid technological shifts in cell and gene therapy manufacturing require continuous, high-cost R&D;
investment

e Maintaining high quality and consistency for complex modalities at scale presents significant operational
challenges
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1 Opportunity
e Specialize in complex modalities (cell & gene therapies, ADCs, radiopharmaceuticals) where demand is high

and expertise is scarce

e Offer advanced bioprocessing solutions like continuous perfusion and Al-driven optimization to attract
premium clients

e Expand fill-finish and packaging services, a key segment accounting for 34.96% of the market in 2025

I Actions This Week
e By Q1 2027, complete feasibility studies for integrating AI-driven digital twin technology into 2-3 key

bioprocessing lines

e Within 3 months, launch a targeted marketing campaign highlighting expertise in specific complex modalities
to attract new clients

e By Q4 2026, evaluate strategic M&A; opportunities to acquire specialized peptide or advanced therapy
manufacturing capabilities

[0 Scenario: If demand for complex modalities outpaces current Western CDMO capacity by 2027, clients will
shift to Asian providers, impacting long-term revenue — accelerate capacity expansion and technology
upgrades for cell and gene therapy manufacturing now.

[ Quick Win : This week, review current bioprocessing automation and Al integration plans, identifying one
immediate upgrade for a key cell culture line to improve throughput by 10%.

Action Recommendations for Western T&M; Provider

T&M; Abingdon Health, Genalyte, Oasis Diagnostics, Thermo Fisher Scientific

Western T&M; providers are crucial for ensuring quality and consistency in biopharmaceutical manufacturing,
with companies like Thermo Fisher Scientific hiring data scientists for Al-driven digital twin development in
CHO cell culture. They are also innovating in point-of-care diagnostics, with Genalyte's Merlin performing 26

tests in 30 minutes.

I Risk
e Rapid pace of innovation in cell and gene therapies requires continuous investment in new analytical tools and
validation methods

e Competition from integrated CDMOs offering in-house testing services could reduce external demand

e Regulatory landscape for novel diagnostics (e.g., wearables) is evolving, requiring agile adaptation

I Opportunity
e Develop and commercialize advanced analytical instruments and services for real-time monitoring and quality

control in continuous biomanufacturing

e Partner with biosensor developers to provide calibration, validation, and regulatory support for new wearable
diagnostic devices

o Offer specialized testing for iPSC-derived therapies, addressing immunogenicity and consistency challenges

I Actions This Week
e By Q2 2027, launch a new service offering for real-time, in-line analytics tailored for perfusion bioreactor

systems

e Within 6 months, establish a dedicated team to develop validation protocols for Al-powered wearable
biosensors

e By Q4 2026, invest in R&D; for advanced analytical techniques to support exosome characterization and
quantification

[0 Scenario: If regulatory bodies mandate more stringent real-time quality control for advanced therapies by
2028, T&M; providers without integrated Al/digital twin solutions will lose market share — invest in predictive
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analytics and automated testing platforms now.

[ Quick Win : This week, initiate discussions with 2-3 leading biopharma CDMOs to understand their unmet
needs in real-time process monitoring and quality control for advanced modalities.

Action Recommendations for Western Material Supplier
Material BASF, Dow, DuPont, Umicore
Western material suppliers are critical for providing high-quality, consistent raw materials, especially
chemically defined media, which are essential for reducing variability in biopharmaceutical and cell therapy
manufacturing. Lonza's RaMP service highlights the demand for customized media solutions.
I Risk
e Supply chain disruptions for specialized raw materials can severely impact biopharma production schedules
¢ Increasing adoption of continuous biomanufacturing demands even higher consistency and purity, requiring
significant R&D;

e Cost pressures from biopharma manufacturers seeking to reduce overall production expenses

I Opportunity
e Develop and commercialize GMP-grade chemically defined media and specialized growth factors tailored for

iPSC and allogeneic cell therapy manufacturing
e Partner with bioprocessing equipment makers to co-develop integrated material solutions for continuous
biomanufacturing

e Innovate in bioinks for 3D bioprinting, supporting advancements in tissue engineering and drug discovery

I Actions This Week
e By Q3 2027, expand production capacity for 2-3 key chemically defined media components to meet

anticipated growth

e Within 3 months, launch a new line of GMP-grade raw materials specifically for iPSC-derived cell therapies
e By Q1 2027, establish a dedicated R&D; program for developing next-generation bioinks for 3D bioprinting
applications

O Scenario: If a major raw material supplier experiences a significant quality control issue by 2027, Western
biopharma production will be severely impacted — implement a robust dual-sourcing and quality assurance
program for all critical materials immediately.

[ Quick Win : This week, conduct a comprehensive review of current raw material supply chain resilience,
identifying 2-3 single-source critical components and initiating alternative supplier qualification.

Action Recommendations for Western Distributor
Distributor Arrow, Avnet, Brenntag

Western distributors play a vital role in the biopharma supply chain, ensuring timely delivery of reagents,
consumables, and equipment. The increasing complexity of advanced therapies and the global expansion of
CDMOs create both challenges and opportunities for efficient logistics.
I Risk
e Inventory management for highly sensitive and temperature-controlled biopharma materials is complex and
costly
e Geopolitical tensions and trade barriers could disrupt global supply chains, impacting delivery times and costs

¢ Lack of specialized infrastructure for cell and gene therapy logistics could limit market access

1 Opportunity
o Offer specialized logistics and value-added services for cell and gene therapy raw materials and finished

products, including cold chain management
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e Leverage digital platforms and Al for demand forecasting and inventory optimization to support continuous
biomanufacturing clients

e Expand into distribution of advanced diagnostic components, such as biosensor consumables and wearable
device parts

I Actions This Week
e By Q1 2027, invest in upgrading cold chain logistics infrastructure to support the growing demand for

temperature-sensitive cell and gene therapy components

e Within 6 months, implement an AI-driven inventory management system to optimize stock levels and reduce
waste for bioprocessing consumables

e By Q3 2027, develop a specialized distribution network for point-of-care diagnostic devices and their
associated consumables

O Scenario: If a major supply chain disruption occurs by 2027, distributors without robust contingency plans
will lose market share and client trust — develop and test a comprehensive supply chain resilience plan
including alternative routes and warehousing now.

[0 Quick Win : This week, identify 3-5 key biopharma clients and conduct a joint review of their critical supply
chain needs, focusing on potential bottlenecks and opportunities for improved service.

Action Recommendations for Western Equipment Maker
Equipment Thermo Fisher Scientific, Getinge, CellRev, Miltenyi Biotec

Western equipment makers are at the forefront of innovation, developing advanced bioreactors (perfusion,
single-use), automation platforms (Getinge/CellRev 'Livit ACE"), and digital twin solutions for bioprocessing.
Thermo Fisher Scientific is actively hiring for Al-driven digital twin development in CHO cell culture.
I Risk
e High R&D; costs for developing next-generation bioprocessing equipment may not always translate to
immediate market adoption
e Intense competition from global players and the need for interoperability with diverse bioprocessing workflows
pose significant challenges
¢ Rapid technological advancements in cell and gene therapy require continuous adaptation of equipment design

and functionality

I Opportunity
e Lead the market in providing integrated, automated, and Al-enabled continuous biomanufacturing platforms,

targeting the 65.8% perfusion adoption rate

e Develop specialized equipment for iPSC and allogeneic cell therapy manufacturing, including automated cell
processing and 3D bioprinting solutions

e Innovate in manufacturing equipment for novel drug delivery systems, such as LNP production and exosome
purification

I Actions This Week
e By Q4 2027, launch a new modular bioreactor system designed for seamless integration with AI-driven digital

twin platforms

e Within 3 months, establish a strategic partnership with an iPSC therapy developer to co-create next-gen
automated cell processing equipment

e By Q2 2027, invest in R&D; for high-throughput manufacturing solutions for advanced biosensor components
and wearables

O Scenario: If biopharma manufacturers prioritize cost over advanced features by 2027, equipment makers
with high-priced, complex systems will struggle — develop more cost-effective, scalable solutions for

continuous biomanufacturing and cell therapy production now.
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[ Quick Win : This week, schedule a workshop with 5-7 key biopharma R&D; leaders to gather direct feedback
on critical unmet needs in automated cell culture and purification equipment.
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I Impact Matrix (Players x Trends)
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I Timeline This Week (10 Events)

Date

2026-08-13

2026-08-13

2026-08-14

2026-08-16

2026-08-17

2026-08-19

2026-08-19

2026-08-20

2026-08-20

Tag

product

milestone

deal

milestone

product

policy

product

deal

product

Headline

BMS Zenbexus™ (CELMoD) receives US FDA Accelerated
Approval for Multiple Myeloma

Intellia Therapeutics' lonvo-z Phase 3 trial for HAE meets
all endpoints, 87% attack reduction

AGC Biologics secures multi-million dollar commercial
manufacturing deal for Yokohama facility

BlueRock Therapeutics advances iPSC-derived
bemdaneprocel to Phase 3 for Parkinson's disease

Lonza unveils Rapid Media Prototyping Service (RaMP) to
accelerate early biopharmaceutical development

Japan grants world's first conditional approval to
iPSC-based Parkinson's (‘Amchepry') and Heart Failure
('RIHEART") therapies

Abbott submits dual glucose-ketone sensor 'Libre Duo' to
US FDA for DKA prevention

Samsung Biologics acquires 60,000L GSK facility and
PolyPeptide Group for CHF 1.46 billion

Ultragenyx's GENGLYCOS™ receives US FDA Accelerated
Approval for Glycogen Storage Disease Type la
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TR-05
Low

Exosom

0

Source

USA S1-15, S3-01

USA S2-07

South Korea S1-03

USA S2-09

Switzerland S1-06

Japan S1-26

USA S4-07

South Korea S1-02, S1-25

USA S1-20, S2-19



Date Tag Headline Source

2026-08-21 milestone Silence Therapeutics' siRNA therapeutic Divesiran UK S3-02
achieves 88% response rate in Phase II trial for
Polycythemia Vera

Medical & Bio Field Intelligence Report | Vol. 55 2026.08.17 — 08.23 | Page 15



I Company Spotlight

Vertex Pharmaceuticals [VRTX] T +151.3% YoY sales
FDA label expansion for CASGEVY to 5,500+ pediatric patients and Phase 3 initiation for iPSC islet cell

therapy VX-880 for Type 1 Diabetes, showing high insulin independence rates.

o Accelerate global expansion of CASGEVY treatment centers to meet surging demand

e Prepare for VX-880 regulatory filings in late 2026/2027 to secure market entry

Samsung Biologics [--] T +845,000L capacity
Acquired GSK facility (60,000L) and PolyPeptide Group (CHF 1.46B) to boost CDMO capacity to 845,000L and
enter peptide market, securing $13B in contracts.

e Integrate new acquisitions to diversify modalities and enhance service offerings

e Leverage expanded capacity to capture more long-term manufacturing contracts globally

Dexcom [DXCM] T +Expanded reimbursement
G7 CGM gains expanded insurance reimbursement for Type 2 non-insulin diabetes patients, and Libre Duo
dual glucose-ketone sensor submitted to FDA. EVP Kevin R. Sayer to sell $2.4M in stock.

e Capitalize on expanded G7 reimbursement to drive adoption in new patient segments

e Prepare for Libre Duo US launch by year-end 2026 to capture dual-monitoring market

I Technology Roadmap
2026

& FDA approvals for dual glucose-ketone sensors (Abbott Libre Duo)
@ OTC microneedle glucose sensors launch

# Vertex Pharmaceuticals prepares VX-880 regulatory filings

2027
& AGC Biologics Yokohama facility opens

& NurExone targets first GMP exosome batch

& Intellia Therapeutics targets early U.S. launch for lonvo-z

2028

& Widespread adoption of Al-driven digital twins in bioprocessing

# Increased commercial-scale production of allogeneic iPSC therapies

2029

# Routine use of multiplex wearable biosensors for personalized health monitoring and early disease detection

2030

& Exosome therapies achieve first FDA approvals, expanding beyond clinical trials into commercial products
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Navigating Biotech's Converging Frontiers: 3 Strategic Imperatives

The medical and bio landscape is undergoing a profound transformation, marked by the convergence of
advanced therapies, Al-driven innovation, and real-time diagnostics. Western manufacturers, investors, and
executives face a critical juncture where strategic investments in continuous biomanufacturing, iPSC-derived
treatments, and smart biosensors will define future market leadership. The rapid pace of regulatory
approvals, particularly for cell and gene therapies, underscores the urgency for agile development and
scalable manufacturing solutions.

Al and digital twin technologies are no longer aspirational but essential, optimizing everything from enzyme
discovery to bioprocess control and patient monitoring. This technological complementarity, coupled with
significant CDMO consolidation and biotech VC funding, creates a dynamic environment. Western players
must prioritize robust supply chain resilience, invest in automation, and foster cross-disciplinary
collaborations to capitalize on these mega-trends and secure a competitive edge against rapidly expanding
Asian counterparts.

The shift towards personalized medicine, enabled by non-invasive diagnostics and advanced drug delivery
systems, promises to redefine patient care. From wearable ketone monitors reducing DKA emergencies by
60% to iPSC therapies for Parkinson's disease entering Phase 3, the impact on human health is immense.
Strategic foresight and decisive action are paramount to translate scientific breakthroughs into accessible,

commercial solutions that address global unmet medical needs.
& How can Western CDMOs and equipment makers differentiate themselves from rapidly expanding Asian
competitors by leveraging AI-driven automation and specialized capacity for complex modalities?

& What specific investments in chemically defined media and continuous biomanufacturing technologies are
required by Western OEMs to de-risk their advanced therapy pipelines and accelerate time-to-market by 2028?

& Beyond glucose monitoring, which emerging wearable biosensor applications (e.g., cortisol, ketones, specific
drug levels) present the most immediate market opportunities for Western T&M; providers and how can
regulatory pathways be streamlined?

Dr. Evelyn Reed Chief Technology Strategist
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