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Biotech Innovation & Scalability

Advanced therapies, AI-driven discovery, and real-time monitoring converge to redefine
medical and biomanufacturing frontiers.

CGT Manufacturing Cost In Vivo Gene Editing Efficacy ) . )
Reduction (HAE) Al Drug Discovery Funding OTC CGM Market Expansion
>70% 87% $2.1B First Approval

I Weekly Summary

The Medical & Bio domain is experiencing rapid transformation, driven by advancements in cell & gene
therapies, Al-powered drug discovery, and pervasive biosensing. Key trends include the push for automated,
decentralized manufacturing to overcome scalability challenges in CGT, significant progress in in vivo gene
editing, and the commercialization of oral GLP-1 agonists. Wearable biosensors are expanding from wellness
to clinical applications, though regulatory and data integrity hurdles persist. Western players must prioritize
strategic M&A;, advanced manufacturing adoption, and Al integration to maintain competitive advantage and

accelerate patient access.

I 4 Sub-Topic Summary

Sub-Topic Headline Momentum Key Insight
Cell Culture Automated Bioprocessing & Cultivated Meat Acceleratin  Automation, Al, and PAT are
Technology Advance, Reducing Costs & Scaling Production [¢] revolutionizing bioprocess

development, enabling
high-throughput 3D cell culture
and significantly reducing
manufacturing costs for cell &
gene therapies and cultivated
meat. Distributed models are
emerging to address scalability.
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iPSC &
Regenerative
Medicine

Drug Discovery
& DDS

Biosensors

Gene Editing & Cell Therapies Achieve Clinical
Milestones, Driving M&A; & Infrastructure
Growth

Al Transforms Drug Discovery, Accelerating
Molecular Design & Clinical Development

CGM Market Expands with OTC Access,
Wearables Integrate AI for Advanced Health
Monitoring

Acceleratin
g

Acceleratin
g

Building

In vivo CRISPR and base editing
therapies are demonstrating
significant clinical efficacy, with
multiple FDA designations. The
sector sees robust M&A;, but
manufacturing complexity and
cost remain critical challenges
requiring automated, scalable
solutions.

Al is revolutionizing drug
discovery, from protein structure
prediction (AlphaFold) to
generative molecular design,
significantly shortening R&D;
timelines. Oral GLP-1 agonists
are gaining approvals, and
advanced delivery systems like
LNPs and BBB-penetrating
biologics are expanding
therapeutic reach.

Continuous Glucose Monitoring
(CGM) is expanding significantly
with FDA approval for OTC use in
non-insulin-dependent children,
enhancing accessibility.
Wearable sensors are integrating
Al for advanced health
monitoring, but regulatory
consistency and data integrity
remain key challenges for clinical
adoption.
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OO0 JAPAN EXCLUSIVE

troy-technical.com

2026.06.15 — 06.21 | Sources: TDnet, METI, NEDO, Gemini Search Grounding

Daiichi Sankyo's Advanced ADC Pipeline Sees Key Milestones

Source: Gemini Grounding: Daiichi Sankyo Clinical Trials

Summary: Daiichi Sankyo is advancing its industry-leading Antibody-Drug Conjugate (ADC) portfolio, with
the B7-H3-directed ADC, ifinatamab deruxtecan (I-DXd), anticipated to receive potential first-in-class FDA
approval by October 2026. Additionally, the CDH6-directed ...

WHY ENGINEERS SHOULD CARE

The rapid progression and anticipated approvals of complex ADCs and novel targeted therapies signal increasing
demand for high-performance computing (HPC) and AI hardware in drug discovery and develop...

Japan's PMDA Approves 46 New Drugs, Including World's First Oncolytic Virus Therapy
Source: Gemini Grounding: /PMDA

Summary: Japan's Ministry of Health, Labour and Welfare (MHLW) and Pharmaceuticals and Medical Devices
Agency (PMDA) approved a significant 46 new pharmaceutical products on June 19, 2026. Among these,

Telomelysin Injection (Suradenoturev) was notably approved on June ...

WHY ENGINEERS SHOULD CARE

The approval of 46 new drugs, particularly advanced biopharmaceuticals and a "world's first" oncolytic virus,
indicates a surge in complex drug development that relies heavily on computational power. ...

AMED Boosts Smart Bio-Drug Discovery with Significant Research Funding
Source: Gemini Grounding: AMED

Summary: The Japan Agency for Medical Research and Development (AMED) announced a public call on
June 14, 2026, for its FY2026 "Base Technology Development Project for Industrialization of Regenerative
Medicine and Gene Therapy (Manufacturing Technology Base)." Concurr...

WHY ENGINEERS SHOULD CARE

This direct government funding for advanced biotech R&D signals an impending increase in demand for specialized IT
and electronics infrastructure. Technical planners should evaluate their roadmaps...

This Week's Japan Technology Highlights
Japan's PMDA approved 46 new drugs, including the world's first oncolytic adenovirus for esophageal cancer,

signaling a strong demand for AI/HPC in biotech R&D.
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OO CHINA WATCH

troy-technical.com

2026.06.15 — 06.21 | 3-Axis: China Move / Verification / Engineer Implications

China's Advanced Biologics Pipeline: ADCs and Trispecific Antibodies Show Promising Early
Clinical Data

m China's Move

Chinese biopharmaceutical companies are rapidly advancing their pipelines, particularly in Antibody-Drug
Conjugates (ADCs) and novel antibody formats. CStone Pharmaceuticals initiated a global multicenter Phase I
trial for its EGFR/HER3 bispecific ADC, CS5007,...

m Technical Verification

CStone's CS5007 global Phase I trial initiation and ethics approval in Australia. / CStone's CS2009
[CONFIRMED] monotherapy achieved an 81.3% ORR in first-line NSCLC (PD-L1 TPS >50%) in Phase I/II data
presente...

Complex Biologic Design & Optimization: Designing multi-specific antibodies (bispecific, trispecific) and
ADCs with optimal binding affinity, specificity, stability, and reduced immunogenicity while...

m Implications for Western Engineers
e Competitive Landscape Assessment: Evaluate the technical differentiation of Chinese ADCs and multi-specific
antibodies (e.g., li...

e Partnership & Licensing Opportunities: Assess early-stage Chinese assets for potential licensing or
co-development, particularly...

e Clinical Trial Design & Data Interpretation: Scrutinize published clinical data from Chinese trials for
methodology, patient pop...

WuXi Biologics Expands Global Capacity Amidst BIOSECURE Act Scrutiny on Sister Company

m China's Move

WuXi Biologics continues its global capacity expansion, with the topping-out of its Singapore Drug Product
(DP) facility (expected operational 2027, adding 120,000 liters capacity) on June 4, 2026. Its Shanghai
Fengxian DP15 facility also achieved GMP release ...

® Technical Verification

WuXi Biologics' Singapore DP facility topping-out and expected operational date (2027), adding 120,000

[CONFIRMED] . . . A ; . . . .
liters manufacturing capacity. / WuXi Biologics' Shanghai Fengxian DP15 facility achieved GMP r...

Global GMP Compliance & Regulatory Harmonization: Ensuring that manufacturing facilities and
processes meet diverse and evolving global Good Manufacturing Practice (GMP) standards (e.g., FDA,
EMA, N...

m Implications for Western Engineers

e Supply Chain Risk Assessment: Conduct a thorough audit of current and future CDMO partnerships, identifying
any direct or indire...

e Manufacturing Strategy Diversification: Evaluate options for diversifying manufacturing footprints, including
exploring non-Chin...

e Technology Transfer & Process Development: Plan for potential technology transfer needs, ensuring robust
process development and...
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I Key Trends This Week (5 Total)

Automation & Digitalization of Biomanufacturing Accelerate
Pharma 4.0 Drives 75% Efficiency Gains in CGT Production, Expanding Market to $66B+

The biopharmaceutical industry is rapidly adopting Pharma 4.0 principles, integrating Al, digital twins, and
automated closed systems to streamline manufacturing. This shift is crucial for scaling cell & gene therapies,
reducing manual labor by over 70%, and boosting overall efficiency by up to 75% in AAV manufacturing,
with the digital biomanufacturing market projected to reach $66.14 billion by 2034.

Manual Labor Reduction AAV Processing Time Reduction Digital Biomanufacturing Market

>70% 75% $66.14B by 2034

» Benchling » Cellares » Miltenyi Biotec » Sartorius » WuXi Biologics
Refs: S1-03 S1-09 S1-15 S1-22 S1-23 S1-26 S1-29 S1-44 S1-53 S1-56 S1-57 S1-60 S1-64 S1-66 S1-67 S1-69 S1-73 S1-76 S2-14 S2-17 S2-26

_ iPSC & Regenerative Medicine

In Vivo Gene Editing & Advanced Delivery Systems Mature

CRISPR & Base Editing Achieve Phase 3 Success, LNPs & BBB-Penetrating Biologics Expand
Therapeutic Reach

In vivo gene editing therapies, including CRISPR and base editing, are reaching pivotal clinical milestones,
demonstrating significant efficacy in rare genetic diseases. Breakthroughs in lipid nanoparticle (LNP) delivery,
enhanced by simple salt additions, and the FDA approval of the first BBB-penetrating biologic are overcoming
delivery challenges, accelerating the development of safer and more effective gene therapies for a broader
range of conditions.

HAE Attack Rate Reduction First BBB-Penetrating Biologic Approval

87% March 25, 2026

» Intellia Therapeutics » Beam Therapeutics » Broad Institute » University of Houston » SonoThera
Refs: S2-01 S2-03 S2-05 S2-07 S2-08 S2-09 S2-11 S2-24 S2-27 S2-28 S3-05 S3-13 S3-17 S3-23

GEEEED oo e oos

AI-Driven Drug Discovery & Optimization Accelerate
Al Platforms Secure Billions, Streamlining Molecular Design & Bioprocess QC

Artificial intelligence is rapidly becoming indispensable in drug discovery, from protein structure prediction
(AlphaFold) to generative molecular design, attracting multi-billion dollar investments. Beyond discovery, Al
is also being applied to bioprocess optimization and quality control, enabling predictive maintenance,
reducing batch failures, and automating regulatory documentation, thereby accelerating R&D; and
manufacturing efficiency across the biopharma value chain.

Isomorphic Labs Funding Batch Failure Reduction

$2.1B —
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» Isomorphic Labs » Insilico Medicine » Benchling » NTHRYS » Genomics
Refs: S1-03 S1-09 S1-15 S1-26 S1-53 S1-58 S1-60 S1-66 S1-68 S1-73 S3-01 S3-03 S3-04 S3-07 S3-12 S3-19

— Cell Culture Technology

Advanced Therapies Drive CDMO Market Expansion & Specialization

Biologics CDMO Market Surges to $603B+, Demanding Integrated & Automated Solutions

The biologics CDMO market is experiencing significant growth, projected to reach $603.13 billion by 2035,
driven by the increasing complexity and demand for advanced therapies like cell & gene therapies and
bispecific antibodies. This necessitates CDMOs to invest in diverse manufacturing capabilities, automated
platforms, and integrated services from early development to commercial scale, with a focus on GMP
compliance, supply chain resilience, and global reach.

Bispecific Antibody CDMO Market EU NK Cell Market Growth
$603.13B by 2035 Twofold by 2035

» Lonza » Samsung Biologics » WuXi Biologics » Fujifilm » CCRM/OmniaBio

Refs: S1-11 S1-18 S1-33 S1-34 S1-37 S1-40 S1-41 S1-44 S1-45 S1-46 S1-47 S1-48 S1-49 S1-50 S1-51 S1-65 S2-10 S2-14 S2-17 S2-26 S3-20
S3-21 S3-22

Wearable Biosensors Transition to Clinical & OTC Markets

CGM Devices Gain OTC Approval, Expanding Access for Non-Insulin Users & Pediatric Patients
Wearable biosensors, particularly Continuous Glucose Monitors (CGMs), are expanding beyond diabetes
management into broader metabolic health and over-the-counter (OTC) markets. The FDA's approval of the
first OTC CGM for non-insulin-using children marks a significant step towards wider accessibility. However,
challenges remain in ensuring medical-grade accuracy for truly non-invasive devices, establishing robust
regulatory frameworks, and integrating Al-driven insights for clinical utility.

First OTC CGM Approval Dexcom G7 Size Reduction

June 12, 2026 50%

» Dexcom P Abbott » Medtronic » Senseonics P Ultrahuman

Refs: S4-01 S4-02 S4-03 S4-04 S4-05 S4-06 S4-09 S4-10 S4-11 S4-12 S4-13 S4-14 S4-15 S4-16 S4-18 S4-19 S4-23 S4-25 S4-26 S4-27 S4-29
S4-30 S4-31 S4-32 S4-33 S4-34
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I Macro Market Indicators

Indicator Direction Value
Global Biopharma ) $65B+
M&A; Value (Q1
2026)

FDA Fast Track/Br T Multiple
eakthrough

Designations

Cultivated Meat T 6 Regions
Regulatory

Approvals

Digital T $66.14B

Biomanufacturing
Market Projection

I Macro Environment Summary

Note

Largest Q1 since 2020,
driven by pipeline
reinforcement.

Accelerated pathways
granted for gene
therapies and novel
drugs.

Products approved in
Singapore, US, UK,
Australia, Israel, Hong
Kong; EU filing submitted.

Projected market size by
2034, driven by
automation and Al.

Source

PwC

FDA

FoodNavigator.com

Fortune Business Insights

The biopharma sector is experiencing a robust recovery, evidenced by significant M&A; activity and

accelerated regulatory pathways, while digital transformation and automation are driving future market

growth across manufacturing and diagnostics.

I Market Data: IBB (Biotech) Weekly Trend

173.64 USD +1.76%
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I Action Recommendations by Player

Action Recommendations for Western OEM / Final Product Maker
OEM Jazz Pharmaceuticals, Biogen, Orca Bio, Autolus Therapeutics, Intellia Therapeutics

Western OEMs like Jazz Pharmaceuticals and Biogen are actively pursuing pipeline reinforcement through
M&A; and strategic partnerships, focusing on next-gen modalities like T-cell engagers and gene therapies.
Orca Bio is expanding manufacturing ahead of a potential July 6, 2026 FDA approval for Orca-T®.
I Risk

e If manufacturing costs for CGT remain high, Western OEMs face 12-18 month delays in commercialization

¢ If Chinese CDMOs gain cost advantage, Western OEMs risk 24-month supply chain disruptions

e If regulatory frameworks for cultivated meat remain inconsistent, market entry will be delayed by 6-12

months

I Opportunity
e Acquire mid-cap biotechs with de-risked assets for $1B+ deals, expanding pipeline by 2-3 novel therapies

e Invest in automated, decentralized CGT manufacturing to reduce costs by 70%+ and accelerate market access

e Partner with AI drug discovery platforms to shorten R&D; timelines by 30-50% and identify novel targets

I Actions This Week
e By Q3 2026, evaluate 3-5 M&A; targets in gene editing or advanced cell therapies to secure pipeline assets

e Within 6 months, initiate pilot programs with automated CDMOs (e.g., Cellares) to assess scalability for 2-3
lead assets

e By end of this week, establish a cross-functional task force to monitor cultivated meat regulatory
developments in the EU and US

[0 Scenario: If a key gene therapy asset faces manufacturing bottlenecks, then Western OEMs should

immediately explore dual-sourcing strategies with advanced CDMOs to prevent 12-month launch delays.

[0 Quick Win : Schedule a meeting with Cellares or Ori Biotech this month to evaluate their automated cell
therapy manufacturing platforms for 2027 capacity.

Action Recommendations for Western Contract Manufacturer
CDMO/CRO Lonza, CCRM/OmniaBio, Recipharm, Minaris, Fujifilm

Western CDMOs like Lonza, CCRM/OmniaBio, and Recipharm are making significant capital investments in
automated, scalable manufacturing platforms for advanced therapies, including CAR-T, iPSC, and lentiviral
vectors. Fujifilm completed a £400M UK expansion, becoming the largest single-use CDMO site.
I Risk
e If automation adoption is slow, Western CDMOs risk losing market share to Asian competitors by 2028
e If regulatory compliance for new modalities is not maintained, Western CDMOs face 6-12 month operational
halts
e If supply chain for critical raw materials (e.g., growth factors) is unstable, production delays will increase by
20%

I Opportunity
e Target the $603B+ bispecific antibody CDMO market by 2035 with specialized manufacturing capabilities

¢ Offer integrated manufacturing & testing services for CGT to streamline client development by 30%

e Develop hub-and-spoke models for regional CGT production, improving global access and reducing logistics
costs

I Actions This Week
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e Within 3 months, finalize investment plans for 2-3 new automated bioreactor lines to meet 2027 CGT demand
e By Q4 2026, launch a new service offering for plant-based growth factor production to reduce media costs by
>99%

e By end of this week, review current GMP compliance for lentiviral vector assays and identify 3 areas for
enhancement

O Scenario: If demand for allogeneic cell therapies doubles by 2035, then Western CDMOs must rapidly scale
automated, closed-system manufacturing to capture market share and avoid capacity shortfalls.

[ Quick Win : Engage with Avectas and CCRM this month to explore automated platform integration for CAR-T

and iPSC manufacturing.

Action Recommendations for Western T&M; / Testing Provider
T&M; Sartorius, Dexcom, Medtronic, Senseonics, Thermo Fisher Scientific

Raman spectroscopy is becoming the industry standard for real-time bioprocess monitoring, outperforming
NIR for glucose/lactate. Sartorius launched 'Cubis III' balances with 21 CFR Part 11 compliance, enhancing
data integrity. Dexcom's Stelo received FDA OTC clearance, expanding CGM market access.
I Risk

¢ If non-invasive biosensor accuracy remains low, market adoption will be delayed by 12-18 months

e If data integrity and ALCOA+ compliance are not met, Western T&M; providers face FDA warning letters and

market exclusion
e If Al integration into monitoring tools is slow, competitors will gain a 6-month lead in predictive analytics

I Opportunity
e Develop Al-augmented wearable sensors for early disease detection, targeting a $XXB market by 2030

e Provide GxP-compliant NGS solutions for CGT quality control, ensuring genetic stability and regulatory

adherence
o Offer real-time, inline PAT solutions for bioprocessing, reducing deviation rates to <2% and shortening batch

times by 30%

I Actions This Week
e Within 6 months, invest in R&D; for 2-3 AI-driven diagnostic algorithms for wearable biosensors

e By Q4 2026, launch a new NGS-based QC service for viral vector integrity, targeting 5-10 new CDMO clients

¢ By end of this week, conduct an internal audit of data integrity protocols for all new product launches,
ensuring 21 CFR Part 11 compliance

[0 Scenario: If truly non-invasive, medical-grade accurate glucose monitoring emerges by 2028, then Western
T&M; providers must pivot R&D; to optical or other novel sensing technologies to avoid market disruption.

[0 Quick Win : Partner with a university research lab (e.g., Cambridge, UNSW) this month to co-develop a $10
spectrometer chip for non-invasive biomarker monitoring.

Action Recommendations for Western Material Supplier
Material Corning, Thermo Fisher Scientific, Merck KGaA, Dow, DuPont

Optimizing culture components, media, and reagents is crucial for large-volume MSC production. ORF
Genetics is reducing cultivated meat growth factor costs by producing them in barley. University of Houston

discovered salt enhances LNP delivery efficiency.

I Risk
o If cultivated meat media costs do not drop further, market adoption will be limited by 2028
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e If supply chain for critical cell culture media components is disrupted, Western material suppliers face 3-6
month production delays
e If plant-based alternatives for growth factors gain traction, traditional animal-derived media suppliers will lose
market share

I Opportunity
e Develop GMP-grade, animal-free media and growth factors to capture the growing cultivated meat market
(>$XXB by 2030)
e Supply optimized lipid nanoparticles (LNPs) and excipients for gene therapy, leveraging salt-enhanced delivery
for 20%+ efficiency gains
e Innovate 3D cell culture matrices and bioinks for regenerative medicine and drug screening, targeting a $XXB
market by 2029

I Actions This Week
e Within 3 months, launch a new line of animal-free growth factors for cultivated meat, targeting 5-10 new food
tech clients
e By Q4 2026, establish a strategic partnership with a gene therapy developer to co-develop next-gen LNP
formulations
e By end of this week, assess the feasibility of producing key cell culture components using sustainable,
plant-based methods.
[0 Scenario: If cultivated meat achieves widespread consumer acceptance by 2030, then Western material
suppliers must secure large-scale, cost-effective, and sustainable sources for growth factors and media
components to meet demand.

[ Quick Win : Initiate discussions with ORF Genetics this month to license or partner on barley-based growth
factor production technology.

Action Recommendations for Western Distributor / Trading Company

Distributor Arrow Electronics, Avnet, Brenntag, Pharmsource LLC

The distribution of medical devices, including CGMs, faces challenges with supply chain integrity, as seen with
stolen Dexcom G7 sensors. A unified regulatory approach is needed for cultivated meat products to
streamline market rollout.

I Risk
e If supply chain integrity for medical devices is compromised, Western distributors face regulatory fines and

reputational damage

o If regulatory inconsistencies for advanced therapies persist, market entry for new products will be delayed by
6-12 months

o If digital platforms bypass traditional distribution, Western distributors risk 10-15% revenue loss by 2030

I Opportunity
e Implement advanced product tracking and integrity measures to secure medical device supply chains,

reducing theft by 50%

e Expand distribution networks for automated bioprocessing equipment and consumables, targeting a $66B+
market by 2034

e Develop specialized logistics for cell & gene therapies, including cryopreservation and cold chain management,
to support regional manufacturing hubs

I Actions This Week
e Within 3 months, implement a blockchain-based tracking system for high-value medical devices to enhance

supply chain security
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e By Q4 2026, establish partnerships with 2-3 automated bioprocessing equipment manufacturers to expand
product portfolio

e By end of this week, conduct a risk assessment of current cold chain logistics for advanced therapies and
identify 3 areas for improvement.

[0 Scenario: If decentralized manufacturing models for cell therapies become dominant by 2030, then
Western distributors must rapidly adapt their logistics and supply chain services to support regional hubs and
point-of-care delivery.

[0 Quick Win : Investigate partnerships with digital orchestration platforms (e.g., Benchling Bioprocess) this
month to integrate supply chain data for biomanufacturing clients.

Action Recommendations for Western Equipment Maker

Equipment Sartorius, HTMP Biotechnology, Distek, Medtronic, Thermo Fisher Scientific, Cytiva

Sartorius is innovating with next-gen lab balances and single-use bioreactors. HTMP Biotechnology launched
a 192-well 3D cell culture platform. Distek unveiled cloud-based software for bioprocess controllers.
Medtronic is enhancing CGM systems and launching new pumps.

I Risk
e If equipment fails to integrate with Al/digital twin platforms, Western equipment makers risk obsolescence by

2029
¢ If manufacturing costs for advanced bioprocessing equipment remain high, market adoption will be limited by
2028
e If regulatory bodies increase scrutiny on medical device quality, Western equipment makers face 6-12 month
delays in product launches

I Opportunity
e Develop integrated, automated, closed-system bioprocessing equipment to reduce manual labor by >70% and
enhance yields

¢ Innovate high-throughput 3D cell culture platforms for drug screening, targeting a $XXB market by 2028
e Provide advanced real-time monitoring and analytical instruments (e.g., Raman spectroscopy) for bioprocess
control, reducing deviation rates to <2%

I Actions This Week
e Within 6 months, launch a new line of bioreactors with embedded Al for predictive parameter control and
optimization
e By Q4 2026, partner with 2-3 leading cell therapy CDMOs to co-develop next-gen automated manufacturing
modules
e By end of this week, evaluate the feasibility of integrating optical sensing technology into existing CGM
platforms for extended wear durations.
O Scenario: If the demand for personalized cell therapies necessitates point-of-care manufacturing by 2032,
then Western equipment makers must develop compact, automated, and user-friendly bioproduction
biofoundries.

[ Quick Win : Register for the SEMI Smart MedTech Initiative workshop this month to collaborate on scaling
wearable biosensors for clinical use.
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I Impact Matrix (Players x Trends)

++ = Strong Tailwind + = Tailwind 0 = Neutral — = Headwind —— = Strong Headwind

Player

Western OEM

Western Contract

Manufacturer

Western T&M;

Provider

Western Material

Supplier

Western Distributor

Western Equipment

Maker

TR-02 TR-03 TR-04
HIGH MED MED
In Viv AI-Dri Advanc

I Timeline This Week (10 Events)

Date

2026-03-25

2026-06-11

2026-06-12

2026-06-12

2026-06-15

2026-06-16

2026-06-16

2026-06-17

2026-06-18

2026-07-06

Tag

product

policy

product

milestone

milestone

deal

product

policy

policy

milestone

Headline

FDA grants accelerated approval to AVLAYAH, first
BBB-penetrating biologic

FDA grants RMAT designation to Cellectis' allogeneic
CD22 CAR-T Lasme-cel

FDA clears Dexcom's Stelo, first OTC CGM for
non-insulin-using children

Intellia's Lonvo-z achieves 87% HAE attack reduction in
Phase 3 in vivo CRISPR trial

Broad Institute achieves breakthrough in prime editing
with optimized LNP delivery

Cellares secures $327M Series D funding for automated
cell therapy manufacturing

Novo Nordisk's oral Wegovy approved in UK, first oral
GLP-1 obesity treatment in Europe

FiberSense AG secures CE Mark for 28-day optical CGM
system

Beam Therapeutics receives FDA IND clearance for
BEAM-304, a base editing therapy for PKU

Orca Bio's Orca-T® FDA PDUFA target action date
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LOW
Wearab

Source

USA S3-23

USA S2-02

USA S4-01

USA S2-01

USA S2-08

USA S2-17

UK S3-11

EU S4-04

USA S2-07

USA S2-31



I Company Spotlight

Cellares 7 Secures $327M Series D funding, expanding automated cell therapy
manufacturing capacity.
Cellares' Cell Shuttle platform addresses critical capacity and cost constraints in CGT manufacturing,

attracting major agreements with Bristol Myers Squibb and Cabaletta Bio. IPO planned for 2027.

e Western CDMOs: Evaluate Cellares' Cell Shuttle for potential partnership or licensing by Q4 2026.
e Western Investors: Monitor Cellares' 2027 IPO plans for early investment opportunities.

e Western OEMs: Engage Cellares for automated manufacturing capacity reservation for 2027-2028 product
launches.

Intellia Therapeutics [NTLA] T Reports 'paradigm-shifting' Phase 3 data for in vivo
CRISPR therapy, Lonvo-z, with 87% HAE attack reduction.
This marks the first successful Phase 3 trial for an in vivo CRISPR-based therapy, validating the technology's

potential for curative genetic disease treatment and positioning Intellia as a leader in gene editing.
e Western OEMs: Explore licensing or co-development opportunities with Intellia for in vivo gene editing
platforms by Q1 2027.

e Western Investors: Re-evaluate gene editing portfolios, prioritizing companies with advanced in vivo clinical
assets.

e Western Material Suppliers: Develop specialized LNP components optimized for in vivo CRISPR delivery,
targeting Intellia's pipeline.

Dexcom [DXCM] 1T FDA clears Stelo, first OTC CGM for non-insulin-using children,
expanding market access.
Dexcom continues to lead the CGM market, with strong Q1 revenue growth and innovations like a 50%

smaller device. The OTC approval significantly broadens its addressable market beyond traditional diabetes

management.
e Western T&M; Providers: Accelerate R&D; into OTC-approved wearable biosensors, targeting new patient
populations by 2028.
e Western OEMs: Investigate partnerships with Dexcom for integrated metabolic health platforms by Q3 2026.

e Western Distributors: Enhance supply chain security for high-value medical devices like CGMs to prevent theft
and ensure integrity.

I Technology Roadmap

2026
& FDA approvals for oral GLP-1 (Wegovy UK), first OTC CGM (Dexcom Stelo), and first BBB-penetrating biologic
(AVLAYAH).

& Significant M&A; in biopharma, with Q1 2026 M&A; value exceeding $65B.

2027

& Cellares IPO and European expansion for automated cell therapy manufacturing.

& Potential volume production for in vivo CRISPR therapies following Phase 3 successes.

2028
& Broader clinical adoption of Al-driven drug discovery platforms, shortening R&D; timelines by 30-50%.
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& Emergence of more accurate non-invasive wearable biosensors for broader health monitoring.

2029
& Widespread implementation of Pharma 4.0 in biomanufacturing, with decentralized and automated CGT
production models gaining traction.

& Digital biomanufacturing market reaches significant scale, driven by automation and AI.

2030

& Cultivated meat products achieve significant market penetration in multiple regions, with media costs reduced
by >99%.

# Gene editing therapies become standard for several rare genetic diseases, expanding patient access.
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I References (168 Total)

ID

S1-01

S1-02

S§1-03

S1-04

S1-05

S1-06

S1-07

S1-08

S1-09

S1-10

S1-11

S1-12

S1-13

Title

HTMP Biotechnology Unveils HTMP™ 192: A
192-Well High-Throughput 3D Cell Culture
Platform Addressing Spheroid Loss During
Media Exchange

Mosa Meat's Mark Post Reports Cultivated
Meat Regulatory Approvals in 6 Regions,
Highlights Key Cost Reduction Advances

Benchling Launches Benchling Bioprocess, a
High-Throughput Cloud Platform to
Accelerate Bioprocess Development

ASCO 2026 Emphasizes 'Less Is More': In
Vivo CAR-T and Minimally Invasive, Highly
Efficient Cancer Therapies Take Center Stage

Raman Spectroscopy Outperforms NIR for
Glucose/Lactate Monitoring in Bioprocess,
Becomes Industry Standard

Frontiers Reports GMP-Compliant Scalable
Manufacturing Platform Established for
Allogeneic Type 1 Regulatory T Cells
(TRX103)

PAT Revolutionizes Biomanufacturing QA:
Raman/NIR Spectroscopy and Inline Probes
Enhance Real-Time Monitoring

BioProcess International Advocates for
Distributed Hybrid Model in Autologous Cell
Therapy Manufacturing

Pharma 4.0 Drives Digital Integration: LIMS,
Al, and Digital Twins Revolutionize
Pharmaceutical Manufacturing

Nkarta Accelerates Clinical Development of
Off-the-Shelf NK Cell Therapies NKX019 and
NKX101 from Healthy Donors

VIVEbiotech Reaches 15 In Vivo Lentiviral
Vector Programs, Fortifying Gene Therapy
Manufacturing Leadership

Cellbase Emphasizes Critical Role of
Real-Time Monitoring Tools for Bioreactor
Scale-Up

New Market Pitch Evaluates Top Cell Therapy
Startups Including Orca Bio, Cellares, and
Kelonia: Differentiated by Clinical,
Manufacturing, and Strategic Advancements

Source

HTMP
Biotechnology

FoodNavigator.co

m

Benchling

Everest Clinical

Research

Technology
Networks

Frontiers in
Immunology

Technology
Networks

BioProcess
International

Technology
Networks

Umbrex

BioPharma
BoardRoom

Cellbase

New Market Pitch

Date

2026-06-12

2026-06-12

2026-06-12

2026-06-12

2026-06-12

2026-06-12

2026-06-12

2026-06-15

2026-06-12

2026-06-12

2026-06-16

2026-06-13

2026-06-15

Region

us

UK

us

us

UK

Switzerl
and

UK

us

UK

us

Spain

German

y

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

S1-14

S1-15

S1-16

S1-17

S1-18

S1-19

S1-20

S1-21

S1-22

S1-23

S1-24

S1-25

Title

BioProcess International Reports on
Mesenchymal Stem Cell (MSC) Large-Volume
Manufacturing Challenges and Corning
HYPERStack™ Contribution

NTHRYS Accelerates Bioprocess Development

with AI-Powered DoE Automation:
Integrating Media Optimization, Scale-Up,
and IoT Parameter Control

Distek Unveils BIOne Core Software: A
Cloud-Based Saa$S Solution for Streamlined
Bioprocess Historical Data Management

Orca Bio Boosts East Coast Manufacturing
Capacity, Triples West Coast Workforce
Ahead of Potential Orca-T® Launch

CCRM, OmniaBio, and Avectas Partner to
Enhance Cell Therapy Manufacturing with
Automated Platform Evaluation

BioProcess International Advocates for
Building a Distributed Model for Future
Autologous Cell Therapy Manufacturing

Process Analytical Technology (PAT)
Revolutionizes Biopharmaceutical
Manufacturing with Real-Time Bioreactor
Monitoring

Regulatory Complexity Poses Market
Challenges for Cultivated Meat Products: US
USDA Approval Amidst Inconsistent State
Regulations

BioPharm International Emphasizes
Standardization and Automation for
Overcoming Complex Cell & Gene Therapy
Manufacturing Challenges

Miltenyi Biotec's Global T-Cell Manufacturing
Platform Integrates Automated Closed
Systems, Cuts Manual Labor by Over 70%,
Achieves High Yields

University of Illinois Opens TORM, First Lab
Combining Cancer Treatment and
Regenerative Medicine, Featuring Automated
Bioproduction Biofoundry

Cultivated Meat Institute Envisions
Sustainable Future with >99% Media Cost
Reduction and Significant Bioreactor Capacity
Expansion

Source

BioProcess
International

NTHRYS

Labcompare.com

BioSpace

BioSpace

BioProcess
International

Technology
Networks

PetfoodIndustry

BioPharm
International

Bioprocess Online

University of
Illinois Urbana-Ch
ampaign (Carle
Illinois College of
Medicine)

Alt Protein Planet

Date

2026-06-18

Date

unknown

2026-06-12

2026-06-15

2026-06-15

2026-06-17

2026-06-12

2026-06-17

2026-06-16

2026-06-18

2026-06-15

2026-06-18

Region

us

India

us

us

Canada

Netherl

ands

us

us

us

German

Yy

us

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



ID

S1-26

S1-27

S1-28

S1-29

S1-30

S1-31

S1-32

S§1-33

S1-34

S1-35

S1-36

Title

NTHRYS Develops Al Bioprocess QC SaaS
Platform Aiming for Reduced Batch Failures,
Predictive Maintenance, and Automated
Regulatory Documentation

Fujifilm and HORIBA Co-Develop
High-Sensitivity Inline Raman Measurement
System for Real-Time Cell Culture and
Purification Monitoring in Biopharmaceutical
Manufacturing

bioRxiv Announces Automated Scalable
Organoid Culture Platform with
Servo-Actuated 3D-Printed Disposable
Microvalves

Cytiva CEO Pierre-Alain Ruffieux Emphasizes
Standardization and Automation for Scaling
Cell and Gene Therapy Manufacturing Ahead
of BIO 2026

ORF Genetics Dramatically Cuts Cultivated
Meat Production Costs by Producing Growth
Factors Using Barley

Mosa Meat's Mark Post Files for EU Cultivated
Meat Approval, Citing Cost Reduction and
Plant-Based Media as Key Challenges

YouTube Video Discusses Cultivated Meat's
Civic Implications: Centralized Production and
Patent Ownership's Impact on Food Security
Highlighted

Lonza Presents Optimization Strategies to
Address Purity and Potency Challenges in In
Vivo Lentiviral Vector Development for Cell
and Gene Therapies

Qihan Biotech Receives FDA RMAT and
Breakthrough Therapy Designations for
Universal Dual-Target CAR-T Therapy,
Supported by PackGene Biotech's CDMO
Expertise

Frontiers Reports VR-Based Bioreactor
Developed for Biomanufacturing and
Environmental Engineering Labs: Enhancing
Student Education and Access to High-Cost
Equipment

PMC Reports Multi-Component 3D Bioprinted
Platform with Sacrificial Matrix and
Collagen-Based Bioinks Developed for
Skeletal Muscle Tissue Engineering

Source

NTHRYS

Outsourced
Pharma

bioRxiv

BioPharm
International

Farmtario

Food Navigator

YouTube
(NextGen Civic
News)

Biocompare

PackGene Biotech

Frontiers in
Education

PMC (Published in
Pharmaceutics)

Date

Date
unknown

2026-06-16

2026-06-17

2026-06-17

2026-06-18

2026-06-12

2026-06-13

2026-06-17

2026-06-16

2026-06-16

2026-06-14

Region

India

Japan

us

us

Canada

Europe

us

Switzerl

and

China

Switzerl
and

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



ID

S1-37

S1-38

S1-39

S1-40

S1-41

S1-42

S1-43

S1-44

S1-45

S1-46

S1-47

S1-48

Title

CDMO Signal Ranks Lentiviral Vector (LVV)
CDMOs: GMP Standards and Robust Assays
Key for Selection

ASCO 2026 Highlights CAR-T Cell Therapy
Evolution in Multiple Myeloma: Focus on
Rapid Manufacturing, Dual-Targeting, and
Lentiviral Approaches

ACS Publications Reviews
Metabolomics-Guided Metabolite Production
in Plant Tissue Culture: Integrating Omics
and Synthetic Biology for Enhanced Yields

Matica Biotechnology Launches Integrated

Korea IIT Platform: Linking US Manufacturing

with Korean Clinical Execution to Accelerate
Advanced Therapy Development

Matica Biotechnology and Cirsium Biosciences

Partner to Accelerate Flexible AAV
Manufacturing via Matica Open Access

Platform, Integrating Plant-Based Technology

and Single-Use Innovations

HTMP Biotechnology Unveils HTMP™ 192
High-Throughput Platform for 3D Cell
Culture, Revolutionizing Drug Discovery and
Disease Modeling

Sartorius Revolutionizes Protein Production
with Rational CHO Host Cell Engineering:
Maximizing Intrinsic Expression Capacity

Advancing Cell Therapy Production: CCRM,
OmniaBio, and Avectas Pioneer Automated
Hub-and-Spoke Model for CAR-T, iPSC, and
Lentiviral Vectors

WuXi Biologics Suzhou BioSafety Testing

Center Secures Fourth EMA GMP Certification,

Enabling 19 Commercial Products for
European Market

U.S. Stem Cell Manufacturing Market
Forecast to Reach $4.04 Billion, Driven by
Innovative Technologies and Automation
from Thermo Fisher, Lonza, and Sartorius

Ernexa Therapeutics Accelerates
iPSC-Derived MSC Manufacturing with Japan
JEAP Selection, Highlighting Japan's CDMO
Ecosystem as Key

FUJIFILM Completes £400M UK Teesside
CDMO Expansion, Accelerating Bioprocess
Innovation and Cell Product Diversification

Source

CDMO Signal

YouTube
(OncUpdates)

ACS Publications

PR Newswire
(Matica
Biotechnology)

BioSpace

HTMP
Biotechnology

BioProcess
International
(Sartorius)

PR Newswire

(CCRM)

WuXi Biologics

openPR.com

Clinical Leader

Fujifilm

Date

2026-06-16

2026-06-16

2026-06-17

2026-06-18

2026-06-16

2026-06-12

2026-06-16

2026-06-15

2026-06-18

2026-06-19

2026-06-15

2026-06-17

Region

us

us

us

USA,
South
Korea

us

us

German

Canada

2

China

us

us

Japan
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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



ID

S1-49

S1-50

S1-51

S1-52

S1-53

S1-54

S1-55

S1-56

S1-57

S1-58

S1-59

S1-60

S1-61

Title

Biologics CDMO Market Competitive
Landscape Report: Lonza, Samsung
Biologics, and WuXi Biologics Drive Growth

EU NK Cell Market Projected for Twofold
Growth by 2035, Driven by Increasing
Allogeneic NK Cell Therapy Approvals

Bispecific Antibody CDMO Market to Surge to
$603.13 Billion by 2035, Driven by Diverse
Asymmetric Formats

Cellbase Guide: Perfusion Culture Unlocks
1079 Cells/mL, Revolutionizing Bioreactor
Productivity

Benchling Launches ISA-88 Compliant
Cloud-Native Bioprocess Platform to Enable
High-Throughput Process Development

Sartorius Unveils Next-Gen Lab Balance
'Cubis III,' Enhancing Data Integrity with 21
CFR Part 11 Compliance

Frontiers Develops VR-Based Bioreactor for
Biomanufacturing and Environmental
Engineering Labs to Enhance Student
Proficiency

Data Integrity and ALCOA+ Compliance
Critical for Bioprocessing Lab Managers:
Addressing Regulatory Requirements with
Digital Solutions

Orchestrating the Next Era of Decentralized
and Automated Bioprocessing: 75%
Efficiency Boost in AAV Manufacturing and
QC Modernization

Genomics Launches Al Platform 'Mystra Al' to

Streamline Drug Discovery and Validation,
with Anticipated Ripple Effects on
Biomanufacturing Optimization

Genedata Establishes New Standard for
Biopharma Quality Control with NGS,
Ensuring Genetic Stability in CGT

Smart Composting Research Achieves
Emission Reductions and Yield Boosts with Al
and Digital Twins, Demonstrating Versatility
for Bioprocess Optimization

Raman Spectroscopy Outperforms NIR in

Bioprocess Monitoring, Offering Enhanced
Metabolite Selectivity with Reduced Water
Interference

Source

National Law

Review

IndexBox

PharmaSource

Cellbase

Benchling

Chromatography

Online

Frontiers

LabManager.com

BioPharm

International

Biology Digital

Genedata

CAS

Technology
Networks

Date

2026-06-17

2026-06-17

2026-06-17

2026-06-15

2026-06-12

2026-06-16

2026-06-17

2026-06-17

2026-06-18

2026-06-17

2026-06-16

2026-06-17

2026-06-12

Region

us

us

UK

Finland

us

us

Switzerl

and

us

us

UK

Switzerl
and

us

Global
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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

S1-62

S1-63

S1-64

S1-65

S1-66

S1-67

S1-68

S$1-69

S1-70

S1-71

S1-72

S1-73

S1-74

Title

Engineered Allogeneic Treg Cell Therapy
TRX103 Enters Phase 1/2a Clinical Trials for
Crohn's Disease and GvHD Prevention

Cell Therapy Startups Like Orca Bio and
Allogene Lead Cancer & Autoimmune Disease
Treatment with Off-the-Shelf Platforms

Real-Time Monitoring Tools Advance
Bioreactor Scale-Up, Integrating Digital Twins
and PAT for Enhanced Efficiency

Pharmaceutical CDMO Market Report: Capital
Investments and Advanced Therapies Drive
Growth

NTHRYS Biotech Labs Unveils Al DoE
Automation Software Suite, Accelerating
Media Optimization and Bioprocess
Development

Miltenyi Biotec Builds Scalable Global T-Cell
Manufacturing Platform Using Automated,
Closed Systems

Genomics Launches Al Platform "Mystra AI"
to Streamline Drug Discovery Utilizing
Genome-Phenotype Data

Distek Releases BIOne Core Software,
Enabling Cloud-Based Real-Time Bioprocess
Data Management

Nkarta Develops Off-the-Shelf NK Cell
Therapies NKX019 and NKX101 for Solid and
Hematologic Malignancies, Balancing
Scalability with Clinical Efficacy

EU Parliament Passes Ban on 'Meat' Labeling
for Cultivated and Plant-Based Foods,
Impacting European Cultivated Meat Market

Regulatory Complexity Challenges
Cell-Cultivated Meat in the US, Highlighting
Issues Between Federal Approval and State
Legislation

Digital Biomanufacturing Market Projected to
Reach $66.14 Billion by 2034, Driven by
Automation and Al: Market Research Report

US Stem Cell Manufacturing Market Projected
to Reach $40.40 Billion, Driven by iPSC
Adoption and Automated Systems: Market
Report

Source

Frontiers

New Market Pitch

Cellbase

Global Market
Insights

NTHRYS Biotech
Labs

Bioprocess Online
/ Miltenyi Biotec

Biology Digital

Labcompare.com

/ Distek

Umbrex

Cultivated-X

PetfoodIndustry

Fortune Business
Insights

openPR.com

Date

2026-06-12

2026-06-15

2026-06-13

2026-06-19

2026-06-XX

2026-06-18

2026-06-17

2026-06-12

2026-06-12

2026-06-17

2026-06-17

2026-06-17

2026-06-19

Region

Global

us

Global

Global

German
y

German

UK

us

us

Europe

us

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 Title Source PEIG] Region Sub-Topic

S1-75  Cultivated Meat Companies Exceed 140 Alt Protein Planet 2026-06-18 (€][e]sF] Cell Culture
Globally, Advancing Sustainable Meat Supply Technology
with Media Cost Reduction and Al
Optimization

S1-76  University of Illinois Opens "TORM," its First University of 2026-06-15 us Cell Culture
cGMP Facility Integrating Cancer Treatment Illinois College of Technology
and Regenerative Medicine Medicine

S2-01 Intellia's Lonvo-z Achieves 87% Reduction in  GlobeNewswire 2026-06-13 us iPSC &

HAE Attack Rate and 62% Attack-Free Regenerative
Patients in Pivotal Phase 3 In Vivo CRISPR Medicine
Trial

S2-02 FDA Grants RMAT Designation to Cellectis' Targeted 2026-06-11 us iPSC &
Allogeneic CD22 CAR-T Lasme-cel for Oncology Regenerative
Relapsed/Refractory B-ALL Medicine

S2-03 Editas Medicine Unveils Positive Preclinical Investing.com 2026-06-19 us iPSC &

Data for Gene Editing Candidate EDIT-401, Regenerative
Demonstrating Significant Reduction in LDL, Medicine

Lp(a), and ApoB in Non-Human Primates

S2-04  Autolus Therapeutics Wins Prix Galien UK for  Stock Titan 2026-06-12 UK iPSC &
Best Biotech Product, Reports Promising Regenerative
Early Phase 1 Data for obe-cel CAR-T in Medicine

Refractory SLE

S2-05  uniQure Announces Plan for BLA Submission  uniQure Press 2026-06-17 us iPSC &
of Huntington's Disease Gene Therapy Release Regenerative
AMT-130, FDA Accepts Phase 1/2 3-Year Medicine

Data for Accelerated Approval

S2-06 Jazz Pharmaceuticals and AbCellera Partner PR Newswire 2026-06-17 us iPSC &
for Next-Gen Multispecific T-Cell Engagers Regenerative
Targeting GI and Solid Tumors, with Up to Medicine

$848M in Potential Payments

S2-07 Beam Therapeutics Receives FDA IND GlobeNewswire 2026-06-18 us iPSC &
Clearance for BEAM-304, Advancing Base Regenerative
Editing Therapy for Phenylketonuria (PKU) Medicine

into Clinical Development

S2-08 Broad Institute Achieves Major Breakthrough Broad Institute 2026-06-15 us iPSC &
in Prime Editing: Enhanced In Vivo Delivery Regenerative
with Optimized LNPs Paves Way for Broader Medicine

Genetic Disease Therapies

S2-09 Intellia Therapeutics Reports Fierce Biotech 2026-06-15 us iPSC &
"Paradigm-Shifting" Phase 3 Data for Regenerative
Lonvoguran Ziclumeran, Achieving 87% Medicine

Reduction in HAE Attacks with Single In Vivo
CRISPR Dose

S2-10 Minaris Strengthens Philadelphia GMP BriefGlance.com 2026-06-18 us iPSC &
Facility, Integrating Cell & Gene Therapy Regenerative
Manufacturing and Testing to Streamline Medicine
Production
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ID

S2-11

S2-12

S2-13

S2-14

S2-15

S2-16

S2-17

S2-18

S2-19

S2-20

S2-21

S2-22

Title

UT MD Anderson Develops Exosome-Based
Therapy for Duchenne Muscular Dystrophy,
Delivering Full-Length DMD mRNA to
Dramatically Restore Muscle Function In Vivo

iPS-Derived Dopaminergic Neuron
Transplants Show Early Safety and Efficacy,
Offering New Hope for Parkinson's Disease
Treatment

Top Cell Therapy Startups Secure Significant
Funding for Commercialization,
Infrastructure, and Novel Modalities

CCRM, OmniaBio, and Avectas Collaborate to
Automate and Scale Cell Therapy
Manufacturing

Pharmaceutical and Biotech M&A; Surges in
2026, Driven by Pipeline Reinforcement and
Expansion into Emerging Therapeutic Areas

Biotech M&A; in 2026: Manufacturing
Complexity and Cost Remain Key Constraints
to Commercial Scalability

Cellares Secures $327M in Series D Funding,
Including ARK Invest, and Expands Major
Manufacturing Agreements with Bristol Myers
Squibb and Cabaletta Bio

Portal Biotechnologies Raises $9M to Expand
Cell Engineering Platform, Attracting Merck &
Co. and AbbVie

PwC Report: Biopharma Ecosystem Fully
Recovers with 16 M&A; Deals Over $1B in Q1
2026, Driven by Next-Gen Modalities and
GLP-1 Expansion

Real-World Data for Follicular Lymphoma
CAR T-Cell Therapy Maintains Trial-Level
Response Rates but Shows Shorter
Progression-Free Survival

FDA Unleashes Real-Time Clinical Trials: An
AI-Driven Revolution for Faster Drug
Development

Austrian Cell Therapy Startup Innovecell Lists
on Tokyo Stock Exchange Growth Market,
Raises ¥11.7B for Global Aggregation Model
Focused on Incontinence Therapy

Source

Nature
Biomedical

Engineering (via
The University of

Texas MD

Anderson Cancer

Center)

NeurologyLive

New Market Pitch

PR Newswire

DistilINFO
Publications

Financier
Worldwide

AllSci

FirstWord
HealthTech

Fierce Pharma

The Limbic

ICON plc

Moomoo

Date

2026-06-17

2026-06-11

2026-06-15

2026-06-15

2026-06-12

Date

unknown

2026-06-16

2026-06-18

2026-06-17

2026-06-18

2026-06-11

2026-06-16

Region

us

us

us

Canada

us

UK

us

us

us

Australi
a

Ireland

Japan
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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

iPSC &
Regenerative
Medicine



ID

S§2-23

S2-24

S2-25

S2-26

S2-27

S2-28

S§2-29

S2-30

S2-31

S2-32

S§2-33

S3-01

Title

Cell Therapy Weekly: uniQure Plans BLA
Submission for Huntington's Gene Therapy
AMT-130; Ernexa Prepares IND for iMSC,
Autolus Reports Early Phase I Data for SLE
CAR-T

University of Houston Researchers Discover
Salt Significantly Enhances Lipid Nanoparticle
Delivery Efficiency in Gene Therapy

Qihan Biotech's Universal Dual-Target
Hypoimmune CAR-T Therapy QT-019B
Receives FDA RMAT and Breakthrough
Therapy Designations

Cellares and Ori Biotech Lead Automated Cell
Therapy Production Market with FDA
Advanced Manufacturing Technology
Designation

SonoThera Raises $125M Series B to
Advance Safer Ultrasound-Mediated Gene
Therapies for Duchenne Muscular Dystrophy
and ADPKD into Clinical Development

UC Riverside-Led Study: Gene Therapy
Reverses Fragile X Deficits, Restoring Brain
Activity and Improving Behavior in Mouse
Model

Alliance for Cancer Gene Therapy Appoints
Jonathan S. Doctor and John Neamonitis to
Board of Directors, Strengthening Research
Funding Mission

Penn Medicine Leads Cell and Gene Therapy
Field, Pioneering Foundational Research for
CAR T-Cell Therapies

Orca Bio Expands East Coast Manufacturing
Capacity and Triples West Coast Workforce
Ahead of Potential Orca-T® Commercial
Launch, with FDA PDUFA Date Set for July 6,
2026

Medyra Health Bolsters Therapeutic
Development and Evaluation by Leveraging
Real-World Evidence (RWE)

Cell and Gene Therapy's Next Frontier:
Overcoming Manufacturing, Commercial, and
Clinical Infrastructure Challenges Beyond
Scientific Discovery

Al Propels Drug Discovery with
Breakthroughs in Protein Structure Prediction
and Generative Molecular Design

Source

Cell & Gene
Therapy Insights

University of
Houston

PackGene Biotech

Fierce Pharma

BioSpace

UCR News - UC
Riverside

PR Newswire

Penn Medicine

Business Wire

Medyra Health

Drug Discovery
NS

Al Medicine
Today

Date

2026-06-19

2026-06-16

2026-06-16

2026-06-18

2026-06-11

2026-06-18

2026-06-17

2026-06-16

2026-06-15

Date
unknown

2026-06-17

2026-06-16

Region

us

us

China

us

us

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

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

iPSC &
Regenerative
Medicine

Drug Discovery &

DDS



ID

S3-02

S3-03

S3-04

S3-05

S3-06

S3-07

S3-08

S3-09

S3-10

S3-11

S3-12

S§3-13

S3-14

S3-15

Title

Halia Therapeutics' Ofirnoflast (HT-6184)
Receives FDA Fast Track Designation for
Lower-Risk MDS

Isomorphic Labs Secures $2.1B Series B
Funding to Scale AI Drug Discovery Platform
'IsoDDE'

Biologically-Driven Generative Chemistry:
Advanced Deep Generative Models for De
Novo Drug Design

Biogen's Salanersen Granted FDA
Breakthrough Therapy Designation for SMA
Patients with Suboptimal Gene Therapy
Response

Oral GLP-1 Receptor Agonist Elecoglipron
Achieves Up to 11.8% Weight Loss and 7%
Blood Sugar Reduction in Phase 2b Trials

Insilico Medicine Initiates Phase 1 Trial for
AI-Designed Brain-Penetrant NLRP3 Inhibitor
ISM8969 for Neuroinflammation

NovaBridge Biosciences' Givastomig Secures
FDA Fast Track for HER2-Negative Metastatic
Gastric Cancer

Solu Therapeutics' STX-0712 with CyTAC™
Technology Granted FDA Fast Track for
Relapsed or Refractory CMML

Antibody-Drug Conjugate (ADC) Field Enters
Era of Diversification in 2025: 130 New ADC
Candidates Advance to Clinical Development,
Total Reaches 2,334

Novo Nordisk's Oral Wegovy Approved in UK,
Becoming Europe's First Oral GLP-1 Obesity
Treatment

Boltz Forms AI Drug Discovery Partnership
with Takeda to Boost Molecular Design with
Novel Biomolecular Foundation Models

University of Houston Discovers 'Salt-Loaded
LNPs' to Overcome Major Gene Therapy
Obstacle by Enhancing Endosomal Escape

Arvinas Accelerates Clinical Development of
ARV-027 for Kennedy's Disease, Targeting
Mutant Androgen Receptor Degradation with
PROTAC

Mabwell's World-First LILRB4/CD3 Bispecific
Antibody 6MW5311 Receives FDA Clinical
Trial Clearance for Hematologic Malignancies

Source

BioUtah

IntuitionLabs

ChemRXxiv

Cure SMA

Medical News
Today (citing The
Lancet)

World Pharma
Today

Cancer Network
(citing
NovaBridge
Biosciences)

Pharma News
(citing Solu
Therapeutics)

ChemExpress
(citing Beacon
ADC database)

Clinical Research
News

FirstWord
HEALTHTECH

University of
Houston

Kennedy's
Disease
Association

Mabwell (press
release)

Date

2026-06-18

2026-06-14

2026-06-17

2026-06-16

2026-06-11

2026-06-19

2026-06-17

2026-06-17

2026-06-11

2026-06-16

2026-06-19

2026-06-16

2026-06-11

2026-06-12

Region

us

UK

Interna

tional

us

Interna
tional

Hong
Kong

us

us

China

UK

Japan

us

us

China
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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 Title Source DEIG] Region Sub-Topic

S3-16  Bispecific Antibody Ivonescimab Plus PubMed (JAMA) 2026-06-17 Interna  Drug Discovery &
Chemotherapy Significantly Improves Overall tional DDS
Survival in EGFR-Mutant NSCLC: HARMONi-A
Phase 3 Results Published in JAMA

S3-17  Efficient Prime Editing In Vivo and In Vitro PubMed 2026-06-15 Interna Drug Discovery &
Demonstrated with Lipid Nanoparticles: High tional DDS
Efficacy, Low Off-Target Effects

S3-18  Oral GLP-1 Agonist Elecoglipron Achieves News-Medical.Net 2026-06-11 us Drug Discovery &
Landmark 11.8% Weight Loss and Superior DDS
Glycemic Control in Phase 2 Trial

S3-19 ChemCopilot's Generative Al Translates ChemCopilot 2026-06-17 Unkno  Drug Discovery &
Natural Language to SMILES, Automating wn DDS
Molecular Design

S3-20 Hongene Biotech Leverages Chemoenzymatic Industry 2026-06-18 Unkno  Drug Discovery &
Ligation to Scale CRISPR sgRNA Publication / wn DDS
Manufacturing Hongene Biotech

S3-21  Closing the Innovation Gap: Early CMC Risk Industry 2026-06-12 Unkno Drug Discovery &
Management and Robust Conjugation Publication wn DDS

Strategies for ADCs and AOCs

S3-22  Recipharm Infuses Millions into US Sterile Recipharm 2026-06-15 Sweden Drug Discovery &
Fill-Finish, Bolstering Advanced Therapy DDS
Manufacturing

S3-23 FDA Grants Accelerated Approval to Drug Delivery 2026-06-11 us Drug Discovery &
AVLAYAH, a BBB-Penetrating Biologic, Leader DDS
Ushering in @ New Era for Brain Drug
Delivery

S3-24  Precision Science Fuels Biopharma M&A; BioSpace / PwC, 2026-06-17 us Drug Discovery &
Surge: Q1 2026 Hits $65B+, Marking Pharmaceutical DDS
Industry's 'Full Recovery' Technology / PwC

S3-25 Novo Nordisk's Zenagamutide: Dual Healio 2026-06-12 Denmar Drug Discovery &
GLP-1/Amylin Agonist Delivers Significant k DDS

Metabolic Gains in Type 2 Diabetes

S4-01 FDA Clears Dexcom's Stelo, First FDA 2026-06-12 us Biosensors
Over-the-Counter CGM for Non-Insulin-Using
Children Aged Two and Older

S4-02  Medtronic Enhances MiniMed 780G AID diaTribe.org 2026-06-15 IS Biosensors
System with New CGM Sensors and Launches
Screenless MiniMed Flex Pump

S4-03 Ultrahuman Launches M2 Live Metabolic PR Newswire 2026-06-18 us Biosensors
Health Platform in U.S., Integrating Abbott's
OTC Lingo CGM for Prescription-Free Glucose

Tracking
S4-04 FiberSense AG Secures CE Mark for PR Newswire 2026-06-17 Switzerl Biosensors
Groundbreaking 28-Day Optical CGM System, and, EU

Targeting European Market Entry
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S4-05

S4-06

S4-07

S4-08

S4-09

S4-10

S4-11

S4-12

S4-13

S4-14

S4-15

S4-16

S4-17

Title

i-SENS's CareSens Air CGM Secures Belgian
Reimbursement, Paving the Way for
Expanded European Market Penetration

Integrating AI with Wearable Sensors: A
Future for Advanced Health Monitoring and
Early Disease Diagnosis

Zoll Corporation Receives FDA Warning Letter
Over Quality Concerns Regarding AccuVent
Sensor Malfunction Handling

Medtronic Spins Off Diabetes Business as
MiniMed Group, Reshapes Medtech Strategy
with AI and Automation Focus

Senseonics Presents Eversense 365
Real-World Data at ADA Scientific Sessions,
Highlights 180-Day Wear for Unmet CGM
Needs

Goodman Advisory Group Invests $1.29
Million in DexCom Amidst Strong Q1
Performance, Revenue Soars 15% to $1.19
Billion

Supply Chain Integrity Under Fire:
Pharmsource Denies Knowledge of Stolen,
Recalled Dexcom G7 Sensors

Diabetes Devices Dominate FDA MAUDE
Reports 2020-2025 with Over 50% of
Adverse Events, Dexcom Largest Single
Reporter

UNSW Researchers Develop Tiny Wearable
Auscultation Sensor for Home Monitoring of
Cardiac and Respiratory Conditions

Cambridge University & GlitterinTech Develop
$10 Spectrometer Chip Delivering Lab-Grade
Chemical Analysis for Non-Invasive Wearable
Biomarker Monitoring

Erste Group Bank Adjusts Abbott's FY2027
Earnings Outlook Downward, Highlights Libre
Duo CE Mark as Key Growth Driver

Dorsey & Whitney Trust CO LLC Sells Abbott
Laboratories Shares Amidst Focus on Libre
Duo CE Mark Approval

An-Najah University Engineers Unveil
Ultrasensitive SPR Sensor for Antibiotic
Detection in Food

Source

i-SENS

MDPI (Sensors
Journal)

MedTech Dive

Stock Titan

Peninsula Fly
Fishers

MarketBeat

Investing.com

Global MedTech
Expert | 10x
MedTech Global
Access

Quicknews

Rasayanika

MarketBeat

MarketBeat

An-Najah journals

Date

2026-06-11

2026-06-18

2026-06-18

2026-06-18

2026-06-12

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

Region

South
Korea,

Switzerl
and, Int
ernatio
nal

us

us

us

us

South
Africa

Unkno

wn

Australi

a

UK

us

us

LR
FF
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Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors

Biosensors
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Biosensors



ID

S4-18

S4-19

S4-20

S4-21

S4-22

S4-23

S4-24

S$4-25

S4-26

S4-27

S4-28

S4-29

S4-30

S4-31

Title

Waseda University Pioneers Wearable
Sensors for Viral Detection and
Neurotransmitter Monitoring

Non-Invasive Blood Sugar Monitoring Faces
Accuracy and Reliability Hurdles; True
Non-Invasive Devices Remain Undeveloped

Professor Rakesh Kumar Sharma's Team
Unveils Latest Advancements in
Functionalized Nanomaterials-Based
Biosensing for Food and Waterborne
Pathogen Monitoring

Ali et al. (2020) Achieve Ultrasensitive 0.1
nM Detection of Dimetridazole in Food Using
Polyarginine MIP Sensors

Smart Sensor Technology Advances Across
Healthcare, Environmental, Manufacturing,
and Agricultural Sectors, Driving Diagnostics
and Flexible Devices

FDA Warns: Smartwatches Lack
Medical-Grade Accuracy for Non-Invasive
Blood Glucose Monitoring in 2026

Umed University Breakthrough: 'Plastic
Antibodies' Advance Detection of Challenging
Hydrophilic Analytes

Abbott's FreeStyle Libre Offers 10-Day
Real-Time Glucose Monitoring for Diabetes
Patients Aged 4 and Up

2026 Digital Blood Sugar Meters: CGM
Revolutionizes Metabolic Awareness with
Real-Time Trends and Historical Data

Precision and Provenance: Why Regulatory
Approval and MARD Transparency Define the
Future of Glucose Monitoring

Tufts University Pioneers New Applications
for Bioengineered Bacterial Spores as
Biosensors and Catalysts

Wearable Device 'Disappearing Act'
Accelerates as Dexcom's Latest CGM Shrinks
by 50%

Continuous Glucose Monitoring (CGM) Study
Reveals Correlation Between Glycemic
Variability and Headache Intensity in Chronic
Migraine Patients

FDA Reclassifies SARS-CoV-2 POCT Devices
to Class II, Easing Regulatory Burden for
Rapid Diagnostics

Source

SRREAF

Health.com

Environmental
Nanotechnology,
Monitoring &
Management

Inhibitor
Research Hub

Knowledge

[Unnamed Health
Publication]

Umed University

Health Insider

[Unnamed Health
Publication]

Mattioli 1885

Tufts Now

ZDNET

Ethnobotany
Research and
Applications

GovInfo (Federal
Register)

Date

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-11

2026-06-13

2026-06-11

2026-06-12

Region

Japan

us

India

Unkno
wn

Unkno

wn

us

Sweden

Canada

Unkno

wn

Italy

us

us
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wn

us
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Biosensors
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ID Title Source DEIG] Region Sub-Topic

S4-32  Wearable Sensors Underutilized in Clinical Clinical Trials 2026-06-18 UK Biosensors
Research, Holding Key to Efficiency and Cost  Arena
Reduction

S4-33  SEMI Smart MedTech Initiative Identifies Key SEMI 2026-06-17 us Biosensors

Obstacles and Opportunities for Scaling
Wearable Biosensors into Clinical Use

S4-34 Health Outcomes Data from Wearables Forbes 2026-06-16 us Biosensors
Pivotal for Medicare Coverage Expansion

I Editor's Note

Navigating Biotech's Converging Frontiers: 3 Strategic Imperatives

The Medical & Bio domain is at an inflection point, characterized by the convergence of advanced therapies,
artificial intelligence, and pervasive sensing technologies. This week's developments underscore a clear
trajectory towards more personalized, efficient, and accessible healthcare solutions. Western manufacturers
and investors must recognize that scientific breakthroughs alone are insufficient; the ability to scale these
innovations through robust manufacturing, intelligent automation, and streamlined regulatory pathways will
dictate market leadership.

A critical theme emerging is the imperative for integrated digital strategies. From Al-powered drug discovery
platforms that shorten R&D; cycles by 30-50% to Pharma 4.0 initiatives that promise over 70% reduction in
manual labor for cell therapy manufacturing, digital transformation is no longer an option but a core
competitive differentiator. Companies that fail to embed AI, digital twins, and real-time monitoring across
their value chains risk being outmaneuvered by more agile, digitally-native competitors.

Furthermore, the expansion of advanced therapies, including gene editing and cell therapies, into broader
patient populations demands a fundamental rethinking of manufacturing and delivery. The shift towards
allogeneic, off-the-shelf products and the exploration of decentralized manufacturing models highlight the
urgent need for scalable, cost-effective solutions. Western players must strategically invest in CDMO
partnerships, automated equipment, and supply chain resilience to translate clinical success into widespread
patient access and commercial viability.

& How can Western OEMs and CDMOs accelerate the adoption of Al-driven automation to achieve a 70%+
reduction in cell therapy manufacturing costs by 2028?

& What strategic M&A; and partnership models will best position Western biopharma companies to capitalize on
in vivo gene editing breakthroughs and advanced drug delivery systems over the next 3-5 years?

4 How can regulatory bodies and industry leaders collaborate to establish unified frameworks for cultivated
meat and clinical-grade wearable biosensors, ensuring both innovation and patient safety?
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