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Biotech Innovation & Digital Health Convergence

Advanced manufacturing, AI-driven drug discovery, and smart biosensors are accelerating
medical breakthroughs and personalized care.

Cell & Gene Therapy CDMO AlI-Designed Drug Phase 1 FDA Regenerative Medicine ) . .
Market Growth Success Rate Approvals Hicrofluidics Market Size
$9.08 Billion 80-90% 8 $37.2 Billion
+110% 2x Record high —

I Weekly Summary

The medical and bio domain is experiencing rapid transformation, driven by advancements in cell culture
technologies, particularly continuous biomanufacturing and AI-powered bioreactors. Regenerative medicine,
fueled by iPSC and gene-editing breakthroughs, is seeing accelerated clinical translation with flexible FDA
regulations. Drug discovery is being revolutionized by AI, targeted protein degradation, and advanced
delivery systems like LNPs and exosomes. Concurrently, biosensors, especially wearables and microfluidics,
are enabling real-time, personalized diagnostics and health monitoring, creating a convergent ecosystem for

next-generation healthcare solutions.

I 4 Sub-Topic Summary

Sub-Topic Headline Momentum Key Insight
Cell Culture Bioreactor Innovations Drive 5,000L Scale-Up Acceleratin  New single-use and hybrid
Technology g bioreactor systems, like Thermo

Fisher's DynaDrive, enable
seamless scale-up from 1L to
5,000L, addressing critical
biomanufacturing bottlenecks
and supporting continuous
processing.
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iPSC &
Regenerative
Medicine

Drug Discovery
& DDS

Biosensors

iPSC Therapies Accelerate with 8 FDA Approvals

AlI-Designed Drugs Achieve 90% Phase 1
Success

Wearable Biosensors Drive $37.2B Market by
2030

Acceleratin
g

Acceleratin
g

Acceleratin
g

The iPSC-derived cell therapy
pipeline is rapidly expanding,
with 8 FDA approvals in 2024
and RMAT designations
accelerating clinical development
for neurological, immunological,
and ocular diseases.

Al is revolutionizing drug
discovery, achieving 80-90%
Phase 1 success rates for
Al-designed drugs and
accelerating target identification
and generative design, with over
170 molecules in clinical trials.

Wearable biosensors,
microfluidics, and Al integration
are transforming diagnostics,
with the market projected to
reach $37.2 billion by 2030,
driven by demand for POCT and
personalized medicine.
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OO0 JAPAN EXCLUSIVE

troy-technical.com

2026.07.27 — 08.02 | Sources: TDnet, METI, NEDO, Gemini Search Grounding

Japan Approves Five Advanced Regenerative Medicine Products in FY2026
Source: PMDA (via Gemini Grounding) | 2026-06-08

Summary: Japan's Pharmaceuticals and Medical Devices Agency (PMDA) has approved five new regenerative
medical products in fiscal year 2026, signaling a strong push in this high-tech medical field. Key approvals
include Oncolys Biopharma's Telomelysin® (gene therapy for...

WHY ENGINEERS SHOULD CARE

The commercialization of these advanced regenerative therapies drives demand for specialized manufacturing and
logistics hardware. Evaluate needs for precision robotics in cell manipulation, advanced ...

Takeda Accelerates Novel Drug Launches with Key Phase 3 Successes

Source: Takeda Pharmaceutical (via Gemini Grounding)

Summary: Takeda Pharmaceutical reported significant advancements in its pipeline, with multiple novel
therapeutics nearing commercial launch. ORZEYFUL (oveporexton), an orexin receptor agonist for narcolepsy
type 1, received its first approval in China, with U.S. and J...

WHY ENGINEERS SHOULD CARE

The rapid progression of these complex, often first-in-class drugs, underscores the pharmaceutical industry's reliance
on advanced R&D and manufacturing. Consider the implications for A[/ML comput...

PMDA Approves Multiple Pioneering Drugs, Highlighting Advanced Mechanisms
Source: MHLW/PMDA (via Gemini Grounding)

Summary: The Japanese Ministry of Health, Labour and Welfare (MHLW) and PMDA approved several
pioneering new drugs on July 27, 2026, covering diverse therapeutic areas and mechanisms. Notable
approvals include GlaxoSmithKline's Hibsergo (bepirovirsen sodium), an ASO (a...

WHY ENGINEERS SHOULD CARE

The approval of these novel drugs, especially those with "pioneering" or "first-in-class" designations, indicates a
growing market for highly specialized pharmaceutical manufacturing in Japan. Evaluat...

This Week's Japan Technology Highlights
Japan's approval of five regenerative medicine products and multiple pioneering drugs in FY2026 signals a

surge in demand for advanced manufacturing automation and AI/ML compute in biotech.

Medical & Bio Field Intelligence Report | Vol. 49 2026.07.27 — 08.02 | Page 3



OO CHINA WATCH

troy-technical.com

2026.07.27 — 08.02 | 3-Axis: China Move / Verification / Engineer Implications

China Watch | Medical & Biotech

Full English content available after pipeline regeneration.

China's Biomanufacturing Capacity & BIOSECURE Act Reshuffling

m China's Move

WuXi Biologics received FDA Pre-License Inspection (PLI) approval for its MFG8 drug substance facility in
Hebei, China, in early July 2026, enabling commercial manufacturing for a major autoimmune therapy. This
facility features twelve 4,000L single-use biorea...

m Technical Verification

WuXi Biologics' MFG8 facility (Hebei, China) received FDA PLI approval in early July 2026, enabling

[CONFIRMED] . ) . . . R . .
commercial manufacturing with 12x4,000L single-use bioreactors. / WuXi Biologics projects global b...

Rapidly scaling up alternative, globally compliant biomanufacturing capacity outside of China to meet
demand for complex biologics. / Ensuring seamless technology transfer and process validation wit...

m Implications for Western Engineers

e Supply Chain Planners: Immediately assess current CDMO contracts for exposure to potential BIOSECURE Act
designations and develo...

¢ Process Development Engineers: Prepare for potential technology transfer to new CDMO partners, focusing on
process robustness an...

e Procurement Professionals: Actively engage with non-Chinese CDMOs (e.g., Lonza, Samsung Biologics,
Fujifilm Diosynth) to evaluat...
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I Key Trends This Week (5 Total)

GRS coss-oomain

AI & Automation Transform Biopharma Workflows
AI & Automation Drive 2X Efficiency in Biopharma

Al-powered digital twins, autonomous bioreactors, and machine learning are accelerating bioprocess
development, optimizing cell culture, and enhancing drug discovery efficiency by identifying high-risk
candidates earlier. This integration reduces R&D; timelines and failure rates, with over 170 Al-designed
molecules in trials.

Al-designed drug Phase 1 success Al-designed molecules in trials

80-90% 170+

» Thermo Fisher Scientific » Sartorius » eXoZymes P Insilico Medicine » Recursion Pharmaceuticals

Refs: S1-09 S1-11 S1-12 S1-20 S2-14 S2-35 S3-01 S3-02 S3-03 S3-04 S3-08 S3-15 S3-27 S3-35 S3-48 S3-50 S4-01 S4-04 S4-06 S4-11 S4-14
S4-24 S4-29 S4-32 S4-37 S4-46

— iPSC & Regenerative Medicine

Advanced Cell & Gene Therapies Reach Commercial Scale
Cell & Gene Therapies Scale with 8 FDA Approvals

The cell and gene therapy sector is rapidly maturing, with 8 FDA approvals in 2024 and significant pipeline
expansion for iPSC-derived and CAR T/NK therapies. CDMOs are expanding capacity, and regulatory
flexibilities are streamlining market entry, despite ongoing manufacturing bottlenecks and viral vector supply
challenges.

FDA Regenerative Medicine Approvals CDMO market growth

8in 2024 $9.08B by 2031

» Lonza » Catalent » Thermo Fisher Scientific » Allogene Therapeutics » CRISPR Therapeutics

Refs: S1-03 S1-06 S1-10 S1-18 S1-19 S1-24 S1-25 S2-01 S2-02 S2-03 S2-04 S2-05 S2-08 S2-09 S2-10 S2-13 S2-15 S2-16 S2-17 S2-18 S2-22
S52-23 S2-26 S2-27 S2-30 S2-31 S2-32 S2-33 S2-34 S2-36 S2-37 S2-38 S2-39 S2-40 S2-41 S2-42 S2-43 S2-44 S2-46 S2-47 S2-48 S3-19 S3-22
S3-32

G oo oiscovery &DDS

Precision Drug Delivery Systems Advance
LNP & Exosome Delivery Systems Expand Applications

Lipid nanoparticles (LNPs) and exosomes are emerging as critical platforms for targeted drug delivery,
overcoming biological barriers for nucleic acids and small molecules. LNP technology is expanding beyond
vaccines into gene therapy and personalized cancer treatments, while exosomes show promise in

regenerative medicine and enhanced drug delivery, with over 200 clinical trials ongoing for exosome DDS.

Exosome DDS clinical trials LNP delivery for gene therapy

200+ Re-dosability, lower costs

» Moderna » BioNTech » Arrowhead Pharmaceuticals » Ribo Life Science » Imperial College London

Medical & Bio Field Intelligence Report | Vol. 49 2026.07.27 — 08.02 | Page 5



Refs: S2-11 S2-12 S2-16 S2-19 S2-25 S2-28 S2-45 S3-08 S3-10 S3-12 S3-19 S3-28 S3-32 S3-33 S3-34 S3-36 S3-40 S3-41 S3-46 S3-49 S3-53

Decentralized & Personalized Diagnostics Emerge
Wearable Biosensors Drive POCT & Personalized Health

Wearable biosensors, microfluidic ‘'lab-on-a-chip' devices, and AI integration are enabling real-time,
non-invasive health monitoring and point-of-care testing (POCT). FDA's digital health pilot and OTC CGM
approvals are accelerating market access, allowing personalized physiome tracking and early disease
detection for a broader population, including non-insulin users.

Microfluidics market Dexcom G7 MARD

$37.2B by 2030 8.2-8.5%

» Dexcom P Sysmex P Roche P Bioling » Labman

Refs: S4-01 S4-02 S4-03 S4-04 S4-05 S4-06 S4-07 S4-08 S4-09 S4-10 S4-11 S4-13 S4-14 S4-15 S4-16 S4-17 S4-18 S4-19 S4-20 S4-22 S4-23
S4-24 S4-25 S4-26 S4-27 S4-28 S4-29 S4-30 S4-31 S4-32 S4-35 S4-36 S4-37 S4-38 S4-39 S4-40 S4-41 S4-42 S4-43 S4-44 S4-45 S4-46

GEEED oo :o0s

Targeted Protein Degradation & Novel Modalities
First PROTAC Approval Validates New Drug Modality

The FDA approval of vepdegestrant, the first PROTAC, marks a significant milestone for targeted protein
degradation (TPD), offering a new approach to treat previously undruggable targets. Molecular glues and
bispecific antibodies are also advancing, expanding the therapeutic landscape beyond traditional small
molecules and biologics, with new patent strategies emerging.

First PROTAC approval Bispecific ADC ORR

Vepdegestrant (ARV-471) 48.1% in SCLC

» Arvinas P Pfizer » Kymera Therapeutics » Gluetacs Therapeutics » Degron Therapeutics
Refs: S3-06 S3-07 S3-17 S3-26 S3-27 S3-31 S3-37 S3-39 S3-43 S3-44 S3-45 S3-47 S3-52

Medical & Bio Field Intelligence Report | Vol. 49 2026.07.27 — 08.02 | Page 6



I Macro Market Indicators

Indicator Direction Value
FDA Regulatory ) Level 2
Flexibility Guidance
Global Biopharma d ~$300
Patent CIiff Billion
AI in Drug T 170+
Development molecules
Pipeline
Wearable ) First OTC
Biosensor CGM
Adoption

I Macro Environment Summary

The medical and bio sector is navigating a dynamic landscape characterized by significant regulatory shifts
and technological integration. FDA's flexible guidance for cell and gene therapies (CGT) is accelerating market
entry, while the looming ~$300 billion patent cliff is intensifying R&D; and CDMO activity. Al is rapidly
maturing, with over 170 Al-designed molecules in clinical trials, shifting focus to clinical validation efficiency.
Concurrently, the approval of the first OTC continuous glucose monitor signals a broader adoption of

Note

Ends 'Rule of Three' for
CGT validation,
accelerates market entry

Branded drug revenues at
risk from 2025-2030,
driving CDMO demand

AlI-designed molecules in
clinical trials, shifting
focus to validation
efficiency

Dexcom's Stelo cleared
for non-insulin users aged
2+, expanding market
access

S1-10, S2-13

Sil=118)

S3-03

S4-15, S4-43

Source

wearable biosensors, driving personalized health management and decentralized diagnostics.

I Market Data: IBB (Biotech) Weekly Trend

186.41 USD -0.92%
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I Action Recommendations by Player

Action Recommendations for Western OEM
OEM Eli Lilly, Regeneron, Allogene Therapeutics, Century Therapeutics, MycoTechnology, The EVERY Company

Eli Lilly's Retatrutide achieved 21-23% weight loss in Phase 3, nearing FDA submission. Allogene's Cema-Cel
received RMAT/Fast Track for LBCL, with 58.3% MRD negativity. Cultivated meat producers like
MycoTechnology and The EVERY Company are scaling precision fermentation for novel food proteins.
I Risk
e If GLP-1 side effects limit long-term adherence, Eli Lilly's market share could be challenged by new entrants
o If off-the-shelf cell therapies face unexpected immunogenicity, Allogene's clinical timelines will extend by
12-18 months
e If cultivated meat regulatory fragmentation persists, market entry for new products will be delayed by 6-12

months

I Opportunity
e Invest in Al-driven drug discovery platforms to accelerate pipeline development, targeting $10B+ market by

2030

e Acquire or partner with gene-editing biotechs to expand therapeutic modalities for intractable diseases
e Develop personalized mRNA cancer vaccines, targeting $5B+ market by 2030 with early mover advantage

I Actions This Week
e Evaluate AI drug discovery partnerships by Q4 2026 to enhance early-stage pipeline efficiency

e Initiate due diligence on gene-editing firms by end of this week for strategic alliances

e Formulate a 2027 R&D; roadmap for personalized mRNA cancer vaccines, leveraging LNP delivery
advancements

[0 Scenario: If Al-designed drugs consistently achieve 80-90% Phase 1 success, then Western OEMs must
integrate Al platforms deeply into R&D; to maintain competitive pipeline velocity, or risk falling behind by 2-3
years.

[ Quick Win : Register for the 'Global Summit on Biosensors and Bioelectronics' (September 2026, Chicago) to
identify new diagnostic partners for companion diagnostics.

Action Recommendations for Western Contract Manufacturer
CDMO/CRO Lonza, Catalent, Thermo Fisher Scientific, AGC Biologics

The cell and gene therapy CDMO market is projected to reach $9.08 billion by 2031, with Lonza and Thermo
Fisher expanding capacity. Catalent is enhancing end-to-end services, including an iPSC Center of Excellence
in Dusseldorf, to meet surging demand for complex biologics.
I Risk

e If viral vector supply shortages persist, CDMOs will face 6-12 month delays in client project timelines

e If overcapacity in specific therapy areas leads to price erosion, profit margins will decrease by 5-10%

e If regulatory changes increase validation complexity, compliance costs will rise by 15-20% annually

I Opportunity
e Expand capacity for LNP-mRNA manufacturing, targeting $7B+ market by 2030 for vaccines and therapeutics

e Invest in AI-driven bioprocessing automation to reduce costs and improve batch consistency for cell therapies

e Offer specialized services for targeted protein degradation (PROTACSs), a rapidly growing $3B+ market by
2030

I Actions This Week
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e Secure long-term viral vector supply contracts by Q1 2027 to mitigate future shortages

e Allocate Q4 2026 budget for Al-powered bioreactor automation and digital twin implementation

e Launch a dedicated PROTAC manufacturing service line by Q2 2027 to capture early market share

O Scenario: If the biopharma patent cliff drives a surge in biosimilar/biologics demand, then CDMOs must

rapidly scale flexible, continuous manufacturing capacity to capture new contracts, or lose market share to
agile competitors.

[ Quick Win : Schedule Q3 2026 capacity reservation meetings with Lonza and Samsung Biologics before their
slots fill by Q2.

Action Recommendations for Western T&M; Provider
T&M; Sartorius, Dexcom, Sysmex, Roche, Corning
Dexcom's G7 CGM achieved industry-leading 8.2-8.5% MARD accuracy, and its Stelo OTC device received
FDA clearance for non-insulin users aged 2+. Sartorius launched AI-enabled Ambr 250 HT for cell therapies.
Sysmex unveiled XR-Series hematology and CentralOps Command Center for high-volume labs.
I Risk
o If Al-powered diagnostics face slow regulatory approval, market entry for new devices will be delayed by
12-18 months

e If data privacy concerns limit real-world data collection, personalized health programs will face adoption
barriers

¢ If new non-invasive technologies emerge rapidly, existing sensor platforms could face obsolescence within 3-5
years

I Opportunity
e Develop Al-integrated wearable biosensors for multi-biomarker tracking, targeting $20B+ market by 2030

¢ Provide high-throughput analytical solutions for cell & gene therapy process development, a $5B+ market by
2028
e Partner with pharma for companion diagnostics for PROTACs and gene therapies, a $2B+ market by 2029

I Actions This Week
e Invest in AI/ML talent by Q4 2026 to accelerate development of predictive diagnostic algorithms

e Engage with FDA's digital health pilot program by end of this week to streamline regulatory pathways for
Al-powered devices

e Launch a new service offering for real-time bioprocess monitoring and control by Q1 2027

[0 Scenario: If FDA's digital health pilot successfully streamlines Al-integrated device approvals, then T&M;

providers must rapidly develop and submit Al-powered diagnostic platforms to capture first-mover advantage,
or risk being outpaced by agile competitors.

[ Quick Win : Register for the 'Lab-on-a-Chip & Microfluidics World Congress 2026' (October) to scout new
POCT and organ-on-a-chip technologies.

Action Recommendations for Western Material Supplier

Material Corning, TriLink BioTechnologies, Vivici, BASF, Dow, DuPont

Corning's HYPERStack and CellCube systems are key to scalable adherent cell culture. TriLink
BioTechnologies is advancing self-amplifying RNA (saRNA) for diverse therapeutics. Vivici is expanding
high-purity lactoferrin production via precision fermentation, offering animal-free alternatives.

I Risk

o If raw material supply chains become unstable, production costs for bioreactor components will increase by
10-15%
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¢ If new biomanufacturing methods reduce reliance on traditional materials, demand for existing products will
decline by 5-10%

e If regulatory scrutiny on single-use plastics increases, material suppliers will face pressure to develop
sustainable alternatives

I Opportunity
e Develop advanced bio-inks and biomaterials for 3D bioprinting and organoid culture, targeting $1B+ market

by 2028
e Supply high-purity lipids and excipients for LNP-mRNA delivery systems, a $3B+ market by 2027

e Innovate sustainable, animal-free ingredients for precision fermentation, targeting $10B+ food market by
2030

I Actions This Week
e Initiate R&D; into biodegradable bioreactor materials by Q3 2027 to address sustainability concerns

e Establish strategic partnerships with LNP developers by Q1 2027 to co-develop next-gen delivery components
e Expand precision fermentation ingredient portfolio by Q4 2026 to capitalize on alternative protein demand

[0 Scenario: If precision fermentation rapidly scales to industrial levels for food and pharma, then material
suppliers must invest in high-purity, sustainable, and animal-free raw materials to meet demand, or lose
significant market share.

[ Quick Win : Identify 3-5 key LNP component manufacturers for partnership discussions by end of this month
to secure future supply contracts.

Action Recommendations for Western Distributor / Trading Company
Distributor Alpha Medical, Arrow Electronics, Avnet, Brenntag

Alpha Medical secured exclusive distribution rights for Lumos Diagnostics' FebriDx rapid respiratory infection
test in Romania, expanding European market access. Distributors are crucial for delivering advanced
bioprocessing equipment and diagnostic devices to diverse healthcare settings.

I Risk

o If direct-to-consumer models for biosensors expand, traditional distribution channels will face
disintermediation

e If supply chain disruptions persist, inventory management costs will increase by 5-10%
e If regulatory hurdles for cross-border distribution increase, market access for new products will be constrained

I Opportunity
o Offer value-added services for complex cell & gene therapy logistics, targeting $1B+ market by 2029

e Distribute Al-powered diagnostic devices and wearable biosensors, tapping into the growing digital health
market

e Expand into emerging markets for bioprocessing equipment, leveraging global CDMO expansion

I Actions This Week
e Develop specialized cold chain logistics capabilities for cell and gene therapies by Q2 2027

e Formulate a digital health distribution strategy by Q4 2026, focusing on Al-integrated biosensors
e Identify 2-3 new emerging markets for bioprocessing equipment distribution by Q1 2027

[0 Scenario: If decentralized healthcare models accelerate due to POCT and wearables, then distributors must
pivot to direct-to-clinic and home delivery models, or risk losing relevance in the evolving healthcare
landscape.

[ Quick Win : Research 5-10 AI-powered diagnostic startups by end of this week for potential distribution
partnerships in 2027.
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Action Recommendations for Western Equipment Maker
Equipment Thermo Fisher Scientific, Sartorius, Cytiva, Eppendorf, Corning, PBS Biotech, Labman

Thermo Fisher launched DynaDrive 5L single-use bioreactor for 5,000L scale-up. Sartorius unveiled
Al-enabled Ambr 250 HT and Pionic platform for continuous bioprocessing. Labman developed a next-gen
POCT HPV screening device using microfluidics.
I Risk

e If biopharma R&D; budgets tighten, demand for new, high-cost equipment could slow by 5-10%

e If global supply chain issues impact component availability, manufacturing lead times will extend by 3-6
months

e If open-source biomanufacturing solutions gain traction, proprietary equipment sales could face competitive
pressure

I Opportunity
e Develop integrated Al/robotics platforms for autonomous biomanufacturing, targeting $4B+ market by 2030

¢ Innovate high-throughput microfluidic systems for organoid culture and drug screening, a $2B+ market by
2028

¢ Provide advanced analytical instruments for real-time quality control in cell & gene therapy production

I Actions This Week
e Allocate 20% of R&D; budget to Al/robotics integration for biomanufacturing by Q1 2027

e Launch a new line of microfluidic bioreactors for organoid industrialization by Q3 2027
e Partner with 2-3 leading CDMOs by Q4 2026 to co-develop next-gen process analytical technologies (PAT)

[0 Scenario: If Al-driven autonomous labs become standard for bioprocess development, then equipment
makers must offer integrated hardware-software solutions, or risk being relegated to commodity component
suppliers.

[ Quick Win : Attend the 'International Conference on Biosensors & Biosensing Technology' (October, Berlin) to
scout new POCT and microfluidics equipment opportunities.
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I Impact Matrix (Players x Trends)

++4 = Strong Tailwind + = Tailwind 0 = Neutral — = Headwind —— = Strong Headwind
TR-01 TR-02 TR-03 TR-04 TR-05
Player HIGH HIGH MED MED LOW
AL & A Advanc Precis Decent Target
Western OEM ++ + ++ + 0
Western CDMO/CRO + + 4+ + 0 (0]
Western T&M;
Provider ++ + + ++ Y
Western Material
Supplier + + ++ + (0)
Western Distributor 0 + + + (0]
Western Equipment
Maker ++ ++ r ++ 0

I Timeline This Week (10 Events)

Date Tag Headline Source

2025-03 product Sanofi/Alnylam's Fitusiran (siRNA) approved for Global S3-20
hemophilia A/B

2025-06 policy Australia/New Zealand cell-cultivated food standards International S1-08
effective
2025-07 product Regeneron's Linvoseltamab (bispecific antibody) receives ~ USA S3-45

accelerated FDA approval for multiple myeloma

2025-Late milestone Century Therapeutics plans IND filing for iPSC-derived USA S2-22
beta islet cell therapy

2026-05-01 product FDA approves Vepdegestrant (ARV-471), first PROTAC USA S3-06
2026-05-05 policy FDA implements flexible CMC guidance for CGT products USA S1-10, S2-13
2026-06-12 product FDA clears Dexcom's Stelo OTC CGM for non-insulin users = USA 54-43

aged 2+
2026-07-22 product FDA grants accelerated approval to Nuvalent's USA S3-51

Zidesamtinib for ROS1-positive NSCLC

2026-07-24 policy EMA CHMP recommends 12 medicines for approval, EU S3-14
including 3 hypercholesterolemia drugs

2026-07-31 product Daiichi Sankyo & AstraZeneca's Datroway approved in EU  EU 53-23
for 1st-line metastatic TNBC
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I Company Spotlight

Dexcom [DXCM] 1T FDA Digital Health Pilot & OTC CGM Approval
Selected for FDA's digital health pilot program and received OTC clearance for Stelo CGM, expanding market

access and driving Al-integrated glucose management. Q2 2026 revenue up 13%, operating income up 50%.

e Expand Al-powered glucose health program development by Q4 2026
e Accelerate Stelo market penetration with targeted consumer campaigns by Q1 2027

e Engage with FDA on future digital health regulatory pathways this week

Eli Lilly [LLY] T Retatrutide Achieves 21-23% Weight Loss in Phase 3
Triple agonist Retatrutide demonstrated 21-23% weight loss in diabetic and CVD patients over 80 weeks,

nearing FDA submission. Achieved five consecutive positive Phase 3 readouts in TRIUMPH program,
solidifying obesity drug leadership.

e Prepare comprehensive FDA submission package for Retatrutide by Q4 2026
e Invest in long-term safety and adherence studies for GLP-1 drugs by Q1 2027
e Explore new indications for GLP-1 RAs, including MASLD/MASH, by Q3 2027

Arvinas/Pfizer (PROTAC) [ARVN] T First PROTAC (Vepdegestrant) Receives FDA Approval
Vepdegestrant (ARV-471) approved for ER+/HER2- breast cancer, validating targeted protein degradation as

a new therapeutic modality. This breakthrough opens new avenues for treating previously undruggable
targets and overcoming resistance mechanisms.

e Accelerate R&D; for next-generation PROTACs targeting new disease areas by Q1 2027
e Develop robust patent strategies for novel PROTAC designs by Q4 2026
e Expand manufacturing partnerships to scale PROTAC production by Q2 2027

I Technology Roadmap

2026
@ FDA clears first OTC CGM (Dexcom Stelo); First PROTAC (Vepdegestrant) approved; FDA issues flexible CGT
CMC guidance; AI-designed drugs exceed 170 in trials.

2027
& AGC Biologics Yokohama facility opens; Century Therapeutics anticipates initial iPSC clinical data; First saRNA
COVID-19 vaccines approved in Japan/EU; Cultivated meat standards mature globally.

2028
& MIT engineers vascular networks for artificial organs; Advanced 3D bioprinting for tissue engineering;
Al-powered digital twins optimize biomanufacturing; LNP-mRNA delivery expands to protein replacement
therapies.

2029

& Exosome DDS clinical trials exceed 300; AI-driven patient selection for CAR T therapies; Wearable biosensors
integrate multi-biomarker tracking; Gene-edited HSC therapies address commercialization challenges.

2030

& Microfluidics market reaches $37.2B; Precision fermentation for food ingredients scales to $10B+;
Autonomous protein design via Al/robotics; Personalized medicine driven by integrated biosensor data.
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I References (175 Total)

ID

S1-01

S1-02

S1-03

S1-04

S1-05

S1-06

S1-07

S1-08

S1-09

S1-10

S1-11

Title

Thermo Fisher Unveils DynaDrive 5L
Single-Use Bioreactor, Enabling Seamless 1L
to 5,000L Scale-Up for Biologics
Manufacturing

Perfusion Bioreactor Market Surges Driven by
Continuous Biomanufacturing and Intensified
Bioprocessing; Thermo Fisher's DynaDrive
Platform Leads

iPSC-Derived Cell Therapy Pipeline
Accelerates: Cellistic Leverages 3D
Bioreactors for CAR-NKT Production, GC
Therapeutics Raises $65M Series A

Reusable Bioreactor Market Surges: Driven
by Large-Volume Biologics Production and
CDMO Capacity Expansion, Hybrid
Manufacturing Emerges

Experimental Study Illuminates Critical
Process Parameters for Human NK Cell
Manufacturing, Successfully Builds Statistical
Model for Viable Cell Yield Prediction via
Design of Experiments

AGC Biologics Secures Landmark
Multi-Hundred-Million-Dollar Deal for
Yokohama Facility, Cementing Japan's
Biologics Manufacturing Leadership

Sartorius Drives Bioprocessing Evolution:
New Ambr 250 HT and Pionic Modules
Fast-Track Cell Therapies and Continuous
Manufacturing

Cultivated Meat Regulation Matures Globally:
US Federal Approvals, ANZ Standards, and
UK Guidance Set New Benchmarks

eXoZymes Selected for DOE's Genesis
Mission to Revolutionize Cell-Free
Biomanufacturing with AI-Powered Digital
Twins

FDA Introduces Flexible CMC Guidance for
Cell and Gene Therapy Products, Ending 'Rule
of Three' for Commercial Validation Batches

A4BEE Unleashes Al-Powered Agents to
Revolutionize Bioreactor Autonomy and Lab
Data Management

Source

Constancy
Researchers

Constancy
Researchers

BioInformant

Constancy

Researchers

Frontiers

AGC Biologics

Sartorius

Dr. Mercola

Stock Titan

BioProcess
International

A4BEE

Date

2026-07-28

2026-07-28

2026-07-26

2026-07-28

2026-07-27

2026-07-29

2026-07-23

2026-07-30

2026-07-23

2026-07-30

2026-07-23

Region

us

us

us

us

Interna
tional

Japan

German
y

Interna

tional

us

us

Unkno
wn
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Cell Culture
Technology

Cell Culture
Technology

Cell Culture
Technology

Cell Culture
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Technology

Cell Culture
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Technology

Cell Culture
Technology

Cell Culture
Technology



ID

S1-12

S1-13

S1-14

S1-15

S1-16

S1-17

S1-18

S1-19

S1-20

S1-21

S1-22

Title

Argonne National Lab's 'OPAL' Integrates Al
and Robotics for Autonomous Protein Design
and Biomanufacturing, Strengthening Supply
Chains

Precision Fermentation Drives Next-Gen Food
Innovation: MycoTechnology Unveils Honey
Truffle Sweet Protein, All G Launches
Cow-Free Lactoferrin in US

Esco Aster Launches CelShaker™ Automated
Cell Harvesting System for GMP Cell
Manufacturing, Streamlining Downstream
Processes

FUJIFILM Biosciences Unveils Oceo Rover,
the First On-Demand Automated Solution for
Powdered Media and Buffer Hydration,
Resolving Bioprocess Bottlenecks

PBS Biotech Joins Organoid COMMONS with
Vertical-Wheel® Bioreactor to Accelerate
Industrialization and Scalability of Human
Organoid Models

Sartorius Stedim Ambr 15 24-Vessel
Microbioreactor System Accelerates Microbial
Fermentation Development with Integrated
High-Throughput Analysis Module

Repligen Acquires BioLife Solutions for
~$1.5B, Expanding Cell Therapy Services;
Beone Medicines Invests $300M in US
Manufacturing Expansion

Fujifilm Prepares for Patent Cliff with
Strategic CDMO Investments; Samsung
Biologics Acquires PolyPeptide for $1.8B,
Entering Peptide Market

Sartorius Unveils AI-Enabled Ambr 250 HT
and Pionic Platform, Sustains Strong H1 2026
Business Growth and Profitability

ADM and The EVERY Company Partner to
Scale Commercial Production of
Precision-Fermented Egg Protein OvoPro,
Transforming the Future of Food

All G Unveils Bovine-Free Lactoferrin in U.S.
via Precision Fermentation, Establishing
Multi-Ton Annual Production Capacity

Source

Argonne National
Laboratory (DOE)

foodingredientsfir
st.com / Precision
Fermentation
News /
flavorist.com /
Vivici / Microbio

Esco Aster

Bioprocess Online
(FUJIFILM
Biosciences)

PR Newswire

(PBS Biotech)

Boston Industries

Endpoints News

Endpoints News

boerse.de

flavorist.com

foodnavigator-usa
.com

Date

Date
unknown

2026-07-28

2026-07-24

2026-07-29

2026-07-29

Date

unknown

2026-07-23

2026-07-27

2026-07-23

2026-07-28

2026-07-23

Region

us

Interna
tional

Singapo

re

Japan

us

us

us

Global

German
y

us

us
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ID

S1-23

S1-24

S1-25

S1-26

S2-01

S2-02

S2-03

S2-04

S2-05

S2-06

S2-07

S2-08

S2-09

Title

Vivici Expands High-Purity Lactoferrin
Production via Precision Fermentation,
Delivering Animal-Free Nutritional Quality
and Functionality

Catalent Bolsters End-to-End CDMO Services
for Autologous & Allogeneic Cell Therapies,
Including iPSC Center of Excellence

Cell & Gene Therapy Manufacturing Faces
Deepening Bottlenecks: AmplifyBio, Exothera
Close; Thermo Fisher Cuts Viral Vector Jobs,
but FDA Eases Regulations to Support
Growth

Scalable Automation in Adherent-Cell
Cultures Boosts Yield and Quality: Corning's
HYPERStack and CellCube Systems Key to
Efficiency

FDA Clarifies Regenerative Medicine
Regulations: Strategic Use of RMAT
Designation and HCT/P Classification to
Accelerate Development

iPSC-Derived Cell Therapy Pipeline Expands:
Hopstem Leads Chinese Market with
Neurological and Immunological Disease
Applications

Allogene's Off-the-Shelf CAR T, Cema-Cel,
Earns FDA RMAT and Fast Track for
High-Risk LBCL First-Line Consolidation

FDA Regenerative Medicine Approvals
Accelerate: Record 8 Approvals in 2024,
RMAT Designations Signal Continued
Momentum

Allogene's Off-the-Shelf CAR T Cema-Cel
Secures FDA RMAT and Fast Track for
High-Risk LBCL First-Line Consolidation

Understanding Regenerative Medicine:
Distinguishing PMDA-Approved Treatments
from Research in Japan

Converging 3D Bioprinting and Organoids: A
Novel Approach Revolutionizing Disease
Modeling and Regenerative Medicine

Future of CAR T-Cell Therapy: Multi-Target,
Off-the-Shelf Strategies and Manufacturing
Innovation to Overcome Solid Tumors

Advanced CAR-T/NK Therapies for Solid
Tumors: iPSC-Derived CAR-NK Cells Show
Promise in Efficacy and Safety

Source

Vivici

Catalent

Endpoints News

BioProcess
International

Global MedTech
Expert

BioInformant

Allogene

Therapeutics, Inc.

(=)

Pharmaceutical
Technology

OnclLive

GINZA YR CLINIC

Oxford Academic
(Regenerative
Biomaterials)

Frontiers in
Molecular
Medicine

Oncodaily

Date

2026-07-27

Date
unknown

2026-07-29

2026-07-24

2026-07-29

2026-07-26

2026-07-29

2026-07-29

2026-07-29

2026-07-27

2026-07-27

2026-07-28

2026-07-24

Region

Netherl
ands

us

Global

us

us

us

us

us

us

Japan

Global

Global

Global
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ID

S2-10

S2-11

S2-12

S§2-13

S2-14

S2-15

S2-16

S2-17

S2-18

S2-19

S2-20

S2-21

S2-22

Title

Children's Hospital of Philadelphia Develops
CAR T-Cell Therapy for Pediatric Solid
Tumors: First Human Trial Targets
PHOX2B-Derived Peptides

Ultra-Homotypic Targeting:
Lanthanide-Modified EVs Boost Cancer
Detection Sensitivity by Over 25-Fold

4D Printing and Smart Hydrogels
Revolutionize Regenerative Wound Therapy:
Vascularized Scaffolds Enable Precision Drug
Delivery

FDA Flexibilizes Cell and Gene Therapy CMC
Regulations, Eliminating 'Rule of Three' to
Accelerate Development

AI Unlocks CAR T Durability: Single-Cell
Models Predict Lasting Remission, Identify
Novel Biomarker in B-ALL

Hopstem's iPSC-Derived Neural Progenitor
Cell hNPCO1 Receives FDA IND Clearance and
Fast Track Designation for Stroke and
Traumatic Brain Injury

ARPA-H Launches AEGIS Project: Affordable
Gene-Editing Therapies for Pediatric Immune
Diseases via CRISPR and LNP Delivery

CRISPR Gene Editing Technology Drives
Clinical Adoption: FDA's First Approval,
Casgevy, for Sickle Cell Disease and Beta
Thalassemia Accelerates Clinical Translation

CHOC Shapes Future of Pediatric Gene
Therapy: Driving Early Intervention with
CRISPR Editing and Strict Quality Control

FDA Flags Unapproved Exosome Therapies,
Citing Safety Concerns and International
Regulatory Gaps

iPSC-Derived Microglia-like Cells Reveal
Protocol-Specific Transcriptomes and Potent
Glioma Phagocytosis, Advancing Brain Tumor
Research

MIT Engineers Vascular Networks with
Mechanical Strain, Overcoming Key Barrier in
Artificial Organ Development

Century Therapeutics Pivots iPSC Platform to
Type 1 Diabetes Beta Cell Therapy, Targeting
2025 IND with Off-the-Shelf Approach

Source

Children's
Hospital of
Philadelphia
(CHOP)

University of
Tokyo

Polymers (PMC)

BioProcess
International

bioRxiv

AllSci

Princeton
University

Britannica

Children's
Hospital of

Orange County
(CHOC) Pediatrica

PLANEW Clinic

bioRxiv

Massachusetts
Institute of
Technology

Century
Therapeutics

Date

2026-07-28

2026-07-24

2026-07-24

2026-07-30

2026-07-24

2026-07-29

2026-07-27

2026-07-27

2026-07-23

2026-07-28

2026-07-23

2026-07-24

2026-07-23

Region

us

Japan

Global

us

us

us

us

Global

us

South
Korea

us

us

us
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ID

S§2-23

S2-24

S§2-25

S2-26

S2-27

S2-28

S§2-29

S2-30

S2-31

S2-32

S§2-33

S2-34

S$2-35

Title

Precision Gene Editing with Adenine Base
Editors Restores Muscle Function in
Childhood FSHD Model, Advancing Gene
Therapy

Converging 3D Bioprinting with Organoid
Technology Accelerates Precision Medicine
and Tissue Engineering

University of Queensland Develops Scalable
Engineered Extracellular Vesicles for
Enhanced Targeted Delivery to Ovarian
Cancer

BioInformant Details 2026 iPSC-Derived Cell
Therapeutics Pipeline: Key Players Accelerate
Clinical Development for Parkinson's, Heart
Failure, Cancer, and More

Gene Editing Startup Race Intensifies:
CRISPR Therapeutics Leads in
Commercialization, Intellia Advances In Vivo
Phase 3, Beam Demonstrates Base Editing
Versatility Across Human Therapies

Unlocking Exosome Therapies for Corneal
Disorders: Overcoming the Clinical
Translation Challenge

Liv Hospital Pioneers iPSC-Driven 3D
Bioprinting and Organoid Development,
Reshaping Organ Transplantation

BioPharma Dive Reports on Cell and Gene
Therapy Manufacturing Frontlines: Viral
Vector Supply Shortages and CDMO Market
Soaring to $9.08 Billion by 2031

FDA Details Regenerative Medicine Advanced
Therapy (RMAT) Designation Framework,
Offering Fast Track and Breakthrough
Therapy Benefits

Thermo Fisher Scientific Dramatically
Expands Global Cell and Gene Therapy CDMO
Manufacturing Capacity with Enhanced
Automation

Catalent Enhances End-to-End Cell and Gene
Therapy Services to Accelerate Market Entry
of Novel Therapeutics

Lonza Reports Robust Cell and Gene Therapy
Sector Growth in H1 2026 Earnings, Driven
by CDMO Contracts and Facility Utilization

Hitachi Drives Industrialization of Cell
Therapies with AI-Powered Manufacturing
Innovation

Source

bioRxiv

Oxford Academic
(Regenerative
Biomaterials)

Medical Xpress
(University of
Queensland)

BioInformant

New Market Pitch

Annals of
Translational
Medicine

Liv Hospital

BioPharma Dive

Global MedTech
Expert

Thermo Fisher
Scientific

Catalent

Lonza

Date

2026-07-29

2026-07-27

2026-07-23

2026-07-26

2026-07-23

2026-07-24

2026-07-23

2026-07-31

2026-07-29

2026-07-29

2026-07-25

2026-07-28

2026-07-24

Region

Australi
a

UK

Australi
a

us

us

China

Turkey

us

us

us

us

Switzerl
and

Japan
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ID

S2-36

S§2-37

S2-38

S§2-39

S2-40

S2-41

S2-42

S2-43

S2-44

S2-45

S2-46

S2-47

S2-48

Title

WuXi Advanced Therapies Significantly
Expands Cell Therapy Manufacturing Capacity
to Meet Surging Client Demand, Reinforcing
GMP Capabilities and Process Development

Stealth Cell Therapy Startup Secures Series
B, Accelerating iPSC-Derived
Neurodegenerative Candidate Towards IND

Major Pharmaceutical Company Forges
Strategic Alliance with Gene-Editing Biotech
to Accelerate Multi-Disease In Vivo Gene
Editing Therapy Development

Company Announces Positive Safety and
Early Efficacy Signals in Phase 1 Clinical Trial
of iPSC-Derived Retinal Cell Therapy, Aims
for Phase 2 This Year

BioPharma Dive Features Real-World
Evidence Analysis of Approved CAR-T
Therapies, Unveiling New Insights into
Subgroup Efficacy and Long-Term Safety

FDA Issues Draft Guidance for Long-Term
Follow-Up of Gene Therapies, Establishing
Industry Standards for Safety and Efficacy

FDA Bestows RMAT Status on iPSC-Derived
Cell Therapy for Intractable Disease, Poised
to Accelerate Clinical Development

Pharma Giant Acquires Gene-Editing Pioneer,
Bolstering Pipeline and Redefining R&D;

Automated GMP Facility Launched,
Supercharging Scalable Production for
Off-the-Shelf Cell Therapies

Exosome Therapeutics Firm Unveils
Advanced Platform, Pipeline Progress
Targeting Regenerative Medicine and
Enhanced Drug Delivery

Japan's Reprocell and University Announce
Joint Development of iPSC Differentiation
Protocol, Enhancing Cell Therapy Product
Uniformity and Scalability

ClinicalTrials.gov Updates Phase 2 Trial
Registration for iPSC-Derived Retinal Pigment
Epithelium Cell Transplantation for
Age-Related Macular Degeneration

BioCentury Analyzes Commercialization
Strategies for Gene-Edited Hematopoietic
Stem Cell Therapies, Discussing Solutions for
High Costs and Manufacturing Complexity

Source

WuXi Advanced

Therapies

Fierce Biotech

Endpoints News

BioPharma Dive

STAT News

HAT 17

Reprocell /
University

Announcement

ClinicalTrials.gov

BioCentury

Date

2026-07-26

2026-07-24

2026-07-25

2026-07-29

2026-07-27

2026-07-28

2026-07-30

2026-07-23

2026-07-25

2026-07-24

2026-07-29

2026-07-28

2026-07-30

Region

China

us

us

us

us

us

us

us

Interna

tional

us

Japan

us

us
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ID

S2-49

S3-01

S$3-02

S3-03

S3-04

S3-05

S3-06

S3-07

S3-08

S§3-09

S3-10

S3-11

S3-12

Title

3D Bioprinting Innovator Partners with
MedTech Giant to Commercialize
Regenerative Therapies

Al Accelerates Next-Gen Drug Design: From
De Novo Protein Creation to Optimized
Clinical Trials

AI-Designed Drugs Achieve 80-90% Phase 1
Success in Lung Cancer, Doubling Market
Entry Probability

Al Drug Development Shifts to Clinical
Validation Efficiency with Over 170
Al-Designed Molecules in Trials

Al Drug Discovery Reshapes Early Pharma
Pipeline: Accelerates Target ID & Hit
Generation to De-risk Late-Stage Failures

Eli Lilly's Triple Agonist Retatrutide Achieves
21-23% Weight Loss in Diabetic and CVD
Patients Over 80 Weeks, Nears FDA
Submission

FDA Approves First PROTAC Vepdegestrant
(ARV-471) for ER+/HER2- Breast Cancer,
Ushering in @ New Era of Targeted Protein
Degradation

First PROTAC Approval Validates Targeted
Protein Degradation as a Breakthrough
Modality for Cancer Treatment

Advances in LNP-Mediated Nucleic Acid
Delivery to Respiratory & GI Mucosa: Al
Integration for Personalized DDS Future

Biopharmaceuticals Contract Manufacturing
Market Expands Amid Global Demand:
CDMOs Scale Up Capacity

Complete Guide to Lipid Nanoparticles (LNP):
Foundational Technology for Nucleic Acid
Delivery Validated by mRNA Vaccine Success

Daiichi Sankyo's Early ADC Pipeline Lags
Rivals as Cash Flow Nears Peak, Incurs
$850M Charges for Underutilized CMO
Capacity

LNP-Mediated Gene Therapy to Correct
ACTA2 Mutations Shows Promise: Reduces
Stroke-Related Mortality, Offers Re-dosability
& Lower Costs Over Viral Vectors

Source

SiTech Blog (MIT
Technology
Review analysis)

OnclLive

Biology Digital
News

Converge Bio

BioPharma Dive

Journal of
Medicinal
Chemistry - ACS
Publications

Converge Bio

MDPI

openPR.com

Inside

Therapeutics

BioSpace

MSMDS.org

Date

2026-07-27

2026-07-24

2026-07-27

2026-07-28

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-31

2026-07-29

2026-07-23

2026-07-30

2026-07-23

Region

us

us

us

Unkno
wn

Unkno
wn

us

us

Unkno
wn

Switzerl
and

Unkno

wn

us

us

us
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ID

S3-13

S3-14

S3-15

S3-16

S3-17

S3-18

S3-19

S$3-20

S3-21

S$3-22

S3-23

Title

Eli Lilly's Retatrutide Emerges as Most
Powerful Obesity Drug Yet, Achieves Five
Consecutive Positive Phase 3 Readouts in
TRIUMPH Program

EMA CHMP Recommends 12 Medicines for
Approval, Including 3 New
Hypercholesterolemia Drugs and Therapies
for Cholestatic Pruritus and Cerebral
Adrenoleukodystrophy

Insilico Medicine's AI-Driven Pan-TEAD
Inhibitor ISM6331 Receives FDA Fast Track
Designation for Advanced Mesothelioma,
Accelerating Development

Daiichi Sankyo & AstraZeneca's Enhertu Plus
Pertuzumab Recommended for EU Approval
as 1st-Line Treatment for HER2-Positive
Metastatic Breast Cancer, Achieves 44% Risk
Reduction in Phase III

First Half 2026 Sees 24 New Small-Molecule
Approvals: Pioneering PROTAC
Vepdegestrant and Oral GLP-1 Orforglipron
Enter Market

Ribo Life Science's siRNA Therapy Vortosiran
Receives EMA Approval for Stroke Prevention
Trial in Atrial Fibrillation Patients

LNP-Delivered Multi-Specific CAR mRNA
Engineering Platform Advances: Enables
Controllable In Vivo CAR Expression,
Overcomes Autologous Cell Manufacturing
Challenges

2026 RNA Therapeutics Transformation: FDA
Approves ASO Olezarsen, siRNA Fitusiran &
Plozasiran, Ushering in Diverse Nucleic Acid
Era

Henlius Initiates First-in-Human Dosing for
STEAP1xCD3xCD28 Trispecific TCE HLX3902
in Metastatic Castration-Resistant Prostate
Cancer and Advanced Solid Tumors

Allogene Therapeutics' Off-the-Shelf CAR T
Cema-Cel Receives FDA RMAT & Fast Track
Designations for First-Line MRD-Positive
LBCL, Achieves 58.3% MRD-Negativity in
Phase 2 Interim Analysis

Daiichi Sankyo & AstraZeneca's Datroway
Approved in EU as Only TROP2-Directed
Medicine with Overall Survival Benefit for
1st-Line Metastatic TNBC Patients Ineligible
for Immunotherapy

Source

Drug Discovery
News

EMA

Insilico Medicine
Press Release

Daiichi Sankyo
Press Release

Chemexpress

Insight, China's
Pharmaceutical
Industry

Ace Therapeutics

MiraScope

Henlius Biotech
Press Release

Allogene
Therapeutics
Press Release

Business Wire

Date

2026-07-24

2026-07-24

2026-07-29

2026-07-25

2026-07-28

2026-07-29

Date

unknown

2026-07-27

2026-07-30

2026-07-29

2026-07-31

Region

us

EU

us

Japan

China

China

Unkno

wn

Unkno

wn

China

us

us
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S3-24
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S3-26
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S3-28

S§3-29

S3-30

S3-31

S3-32

S3-33

S3-34

S§3-35

Title

Oral GLP-1 Drugs May Quash Brain's Food
Craving Circuit, NIH-Funded Study Suggests
Role in Hedonic Eating and Addiction

GLP-1 Receptor Agonist Research Rapidly
Expanding Across MASLD-MASH-HCC
Continuum: US Leads, China Shows Rapid
Growth

FDA Approval of First PROTAC Vepdegestrant
Raises New Challenges in Targeted Protein
Degradation Patent Strategy

PROTAC Research Shifts to Structural Design,
Oral Bioavailability, and AI-Driven
Approaches: Bibliometric Analysis Reveals
Emerging Frontiers and Pivotal Trial Era

Penn Engineering Develops LNP-Based
'One-Two Punch' to Transform Oral Cancer
Treatment: Co-Delivering p53 & Ciclopirox
Significantly Reduces Tumor Burden in
Resistant Models

EMA Recommends Approval for New
Hypercholesterolemia Drug Evlarco
(Obicetrapib / Ezetimibe): A Combination of
CETP Inhibitor and Cholesterol Absorption
Inhibitor

Self-Amplifying RNA (saRNA) Gains Ground
Over Conventional mRNA, Proving Superiority
Across Diverse Therapeutics; First COVID-19
Vaccines Approved in Japan and EU

Navigating the Intricacies of Bispecific
Antibody Design: Stability and
Manufacturability Challenges Explored

Beyond Vaccines: mRNA Technology Expands
into Personalized Cancer, Protein
Replacement, and Regenerative Medicine

Exosome Drug Delivery and Personalized
mMRNA Cancer Vaccines Emerge as Top Tech
Trends for 2026, Showing Promise in Clinical
Trials

World Economic Forum Names Exosome DDS
and Personalized mRNA Cancer Vaccines as
Top Emerging Technologies for 2026

Mapping AI Drug Discovery: Key Players Lead
Across Target Identification, Generative
Design, and Clinical Optimization

Source

ScienceDaily

Frontiers

Elkington and Fife

PubMed

Penn Engineering
(University of
ERSYUYERIE))

EMA

TriLink
BioTechnologies

Unknown
(attributed to
Prassanna Rao
and Franze
Vorreiter)

Unknown

Today Tech
Times

World Economic
Forum

Unknown

Date

2026-07-25

2026-07-28

2026-07-24

2026-07-28

2026-07-27

2026-07-24

2026-07-30

2026-07-30

2026-07-26

2026-07-27

2026-07-29

2026-07-31

Region

us

Switzerl
and

UK

us

us

EU

us

us

Global

Global

Global

Global
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S3-37
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S3-45

S3-46

S3-47

S3-48

S3-49

Title

Dove Medical Press Reviews
Exosome-Inspired Nanocarriers: Next-Gen
Drug Delivery for Cancer Therapy

Sanofi Unveils 'Dual-Targeting Library 2.0' to
Accelerate Novel Bispecific Therapeutic
Design

Semaglutide More Than Doubles MASH
Resolution Likelihood in Meta-Analysis,
Stabilizing Fibrosis

Bambusa Therapeutics' Bispecific Antibody
BBT001 Achieves Rapid, Durable Itch Relief
and AD Improvement in Phase 1 Atopic
Dermatitis Trial

Imperial College Develops Prostate-Targeted
mRNA Nanogels, Overcoming Liver
Accumulation in Cancer Therapy

bioRxiv Preprint: Novel 'Post-Loading’
Strategy for RNA into Empty Lipid
Nanoparticles Solves Cold Chain Challenges

GLP-1 Review Finds Strongest Signals for GI
Adverse Events, Hints at Reduced
Infection/Respiratory Risk

ARNT Molecular Glue Degrader NEO-811
Initiates Phase 1/2 First-in-Human Study for
Unresectable Clear Cell Renal Cell Carcinoma

First-in-Class EGFR-HER3 Bispecific ADC
Iza-Bren Achieves 48.1% ORR in Phase Ib for
Extensive-Stage Small Cell Lung Cancer

FDA Grants Accelerated Approval to
Regeneron's Bispecific Antibody
Linvoseltamab (LYNOZYFIC) for Multiple
Myeloma

Non-Endocytic Membrane-Translocating
Delivery Strategies Bypass Endosomal
Barriers for Gene, mRNA, and Protein
Therapies

Kymera Therapeutics' Oral STAT6 Degrader
KT-621 Shows Positive Phase 1b Atopic
Dermatitis Data, Potential Injectable
Alternative

Agentic and Generative AI to Revolutionize
Cardiovascular Drug Discovery

Focused Ultrasound and Microbubbles
Temporarily Open Blood-Brain Barrier for
Enhanced Brain Drug Delivery

Source

Dove Medical
Press

Sanofi

AIMC

Dermatology
Times

Imperial College
London

bioRxiv

GI and
Hepatology News

Medical Oncology
and Hematology

ASCO Publications

International
Myeloma
Foundation

Drug Target
Review

TradingView

American Heart
Association
Journals

Drug Target
Review

Date

2026-07-27

2026-07-28

2026-07-28

2026-07-28

2026-07-27

2026-07-23

2026-07-29

2026-07-23

2026-07-24

2026-07-31

2026-07-27

2026-07-24

2026-07-27

2026-07-31

Region

UK

France

us

us

UK

us

us

Global

us

us

UK

Global

us

UK
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Drug Discovery &
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Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS

Drug Discovery &
DDS



ID

S3-50

S3-51

S§3-52

S3-53

S3-54

S4-01

S$4-02

S4-03

S4-04

S4-05

S4-06

S4-07

S4-08

Title

Generative Al Forges Unprecedented Flavor
Molecules, Reshaping the Food Industry

FDA Grants Accelerated Approval to
Nuvalent's Zidesamtinib (Jideytro) for
ROS1-Positive NSCLC, Two Months Ahead of
PDUFA Date

Molecular Glue Development Accelerates:
Gluetacs and Degron Advance Key Programs
in Targeted Protein Degradation

Heart-Specific LNP Delivery for Myocardial
Infarction Remains a Challenge: Conventional
LNPs Accumulate in Liver, while Novel Lipid
Engineering Targets Lungs and Spleen

Ribo's Divesiran (SLN124) Significantly
Reduces Phlebotomy Frequency and
Improves Patient QoL in Polycythemia Vera
Phase Ila Trial

FDA Selects Dexcom as Inaugural Participant
in Digital Health Pilot to Accelerate
Al-Integrated Glucose Management

NCT07034248 Clinical Trial Initiates for Novel
Electrochemical Biosensor in Early Breast
Cancer Diagnosis

Sysmex America Unveils Next-Generation
Diagnostic Solutions at ADLM 2026:
Featuring XR-Series Hematology and
CentralOps Command Center

Microfluidics for Wearable Biosensors
Advances: Real-time Biofluid Analysis and Al
Integration Explored in New Review

Wearable Biosensor Tracking Reveals
Personalized Physiome Data and Early
Disease Signals: Duke Researchers Identify
Circadian Differences and Novel Biomarkers

Global Summit on Biosensors and
Bioelectronics to Convene in Chicago,
September 2026: Discussing Nanotech, Al,
and Wearable Devices

BIOSENSOR 2026 International Congress
Announces Special Issue, Inviting Papers on
Nanobiosensors, Lab-on-a-chip, and Mobile
Diagnostics

Lab-on-a-Chip & Microfluidics World Congress
2026 to Focus on POCT, Rapid Diagnostics,
and Organ-on-a-Chip Technologies

Source

Industry Today

FDA

GlobeNewswire

American Heart
Association
Journals

MPN Research

Foundation

Healthcare Dive

ClinicalTrials.gov

IVD Business
News

Lab on a Chip

Scholars@Duke
(Duke University)

Global Scientific
Forum

Springer

SelectBIO
Conferences

Date

2026-07-28

2026-07-24

2026-07-23

2026-07-30

2026-07-24

2026-07-23

2026-07-31

2026-07-28

2026-07-31

2026-07-31

2026-07-31

2026-07-31

2026-07-31

Region

us

us

Global

us

Global

us

us

us

UK

us

us

Unkno
wn

Unkno
wn
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S4-09

S4-10

S4-11

S4-12

S4-13

S4-14

S4-15

S4-16

S4-17

S4-18

S4-19

S4-20

S4-21

Title

International Events on Biosensors,
Bioimaging & Bioinstrumentation to Converge
in 2026: Driving Diagnostic Precision and
Real-time Monitoring

BIOSENSOR 2026 Conference Unveils Key
Topics of Interest: Featuring Lab-on-a-Chip,
Nanobiosensors, Proteomics for Cancer Cell
Detection, and Single-Cell Analysis

Next-Generation Electrochemical Biosensors
Transform Clinical Diagnostics: Driving POCT
and Personalized Medicine through Portability
and Al Integration

Highly Sensitive "Signal-On" Electrochemical
Sensor Developed for Rapid Hyaluronidase
Activity Detection in Biologics and Urine

Flexible Wearable Biosensors Revolutionize
Health Monitoring: Advances in Biofluid
Biomarkers and Self-Powered Devices

Innovatex Conferences to Host International
Conference on Biosensors & Biosensing
Technology in Berlin 2026: Focusing on Al
Integration and Next-Gen Tech

FDA Clears Dexcom's Stelo OTC Continuous
Glucose Monitor for Non-Insulin Users Aged
Two and Up

UC San Diego Researchers Develop 'CHARM
Ring' for Non-Invasive Glucose and Lactate
Monitoring

Roche Secures EU CE Mark for Elecsys
pTau217 Alzheimer's and Elecsys IGRA TB
Blood Tests

Nucleic Acid Biosensors Integrating DNA
Nanotechnology and CRISPR-Cas Systems
Revolutionize Cancer Liquid Biopsy Detection

Microfluidics Market Projected to Reach $37.2
Billion by 2030, Driven by POCT and
Personalized Medicine

Trinity Biotech and Latch Medical Partner to
Develop Precision Therapies for Metabolic
Conditions Using Real-Time Biosensor Data

Engineered Plants Act as Quantitative Nitrate
Biosensors for Soil and Microbial
Environments, PNAS Study Reports

Source

Biotechnology
Conferences

BIOSENSOR 2026
- 7th
International
Congress on
Biosensors

Taylor & Francis
Online

Talanta (via
PubMed)

Polymers (via
PMC / NIH)

Innovatex
Conferences

Prime
Therapeutics -
Portal

AboutRun

GlobeNewswire

ACS Sensors -

ACS Publications

Menafn

BioWorld

PNAS

Date

2026-07-31

2026-07-31

2026-07-31

2026-07-31

2026-07-31

2026-07-31

2026-07-23

2026-07-31

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

Region

Unkno
wn

Unkno
wn

Unkno
wn

Unkno
wn

us

German
y

us

us

Switzerl
and

us

Interna
tional

Interna
tional

Interna
tional
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S$4-32

S4-33

S4-34

Title

Highly Conductive, Freeze-Resistant Hydrogel
Revolutionizes Multifunctional Wearable
Sensors, ACS Journal Reports

Labman Develops Next-Gen POCT HPV
Screening Device under EU ELEVATE Project:
Rapid Detection of 14 HPV Strains and Two
Biomarkers

Eindhoven University of Technology's
GlucoPilot Project Develops AI-Powered
Personal Glucose Coach with Smart Ring and
Lifestyle Data Integration

Bioling's Needle-Free Autonomous Wearable
Biosensor, Shine™, Receives FDA De Novo
Classification, Establishing New Device
Category

Microfluidic Platform Enables Multiplexed
Detection of Breast Cancer-Specific miRNA
and Protein Biomarkers on Exosomes, ACS
Analytical Chemistry Reports

MedWatch Technologies Secures $15 Million
in Series A Funding for Non-Invasive Glucose
Biosensor and Lifestyle Coaching Platform

Intelligent Bio Solutions Clears Cybersecurity
and Software Review Items Ahead of FDA
510(k) Submission, Advancing US Market
Entry

bioRxiv Preprint: SMART-NeuroDx Unveils
Reagent-Free, Machine-Learning Biosensor
Platform for Point-of-Care Dementia
Screening

Dexcom G7 Achieves Industry-Leading
Accuracy with MARD 8.2-8.5% in Adults,
Clinical Data Confirms

DexCom Reports Strong Q2 2026 Results
with 13% Revenue Growth, 50% Operating
Income Surge

Nix Biosensors Launches Al-Powered
Intelligence Layer for Nix Pro, Revolutionizing
Hydration Data Utilization in Elite
Organizations

Remote Monitoring Technologies Prevent
Costly Disruptions in Dairy Management,
Boosting Productivity and Animal Welfare

NRCS Publishes Water & Climate Update
Leveraging Soil Sensors: Eastview Farm
Reports Post-Rainfall Soil Moisture Increase

Source

ACS Applied
Electronic
Materials

News-Medical.net

Eindhoven
University of
Technology

EvoNexus

Analytical
Chemistry - ACS
Publications

Cure

Intelligent Bio
Solutions (INBS)
News and Media

bioRxiv

diabetesknow.co
m

Stock Titan

Fitt Insider

Ag Proud

Natural Resources
Conservation
Service

Date

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-23

2026-07-30

2026-07-30

2026-07-23

2026-07-24

Region

us

UK

Netherl
ands

us

us

us

us

Interna
tional

us

us

us

us

us
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S4-45
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Title

UT Dallas Researchers Develop Sweat-Based
Sensor Aimed at Improving Sleep Quality

CoolLED Spotlights Advanced Multi-Color
Imaging Biosensors Enabling Single-Molecule
Detection with High Throughput and
Sensitivity

Will FDA's Commitment to Al in Healthcare
Waver? MedTech Dive Discusses Regulatory
Trajectory for Biosensors and Diagnostics

Freenome Secures FDA Approval for
Blood-Based Colorectal Cancer Test,
Advancing Non-Invasive Diagnostics

Siemens Healthineers Unveils
Industry-Leading Menu for Core Lab Capillary
Testing, Enhancing Diagnostic Capabilities

Cizzle Biotechnology Launches CIZ1B Blood
Test for Early Lung Cancer Detection in US
Market

FLOWBIO App Integrates Lab-Grade Sweat
Sensor to Optimize Athlete Hydration
Strategies

Novel Graphene-Hydrogel Electrodes Stretch
to 8000%, Enable Stable Biosignal Monitoring
Through Sweat and Motion

FDA Clears Dexcom's Stelo Glucose Biosensor
System as First OTC Continuous Glucose
Monitor for Non-Insulin-Using Children Ages
2+

Cambridge Researchers Integrate Functional
Electronics on Biodegradable Textile
Substrates, Paving Way for Sustainable
Wearables

Lumos Diagnostics Partners with Alpha
Medical for Exclusive Romanian Distribution
of FebriDx Rapid Respiratory Infection Test,
Boosting European Expansion

Biosphere CRO Identifies 2026 Clinical Trial
Trends: AI, Wearable Biosensors Accelerate
Drug Development

I Editor's Note

Source

UT Dallas News
Center

CoolLED

MedTech Dive

MedTech Dive

Science Branding
Communications,
Inc.

The York Press

App Store

Graphene Info

Weence.com

Cambridge Centre
for Circular
Economy

MarketScreener

Biosphere CRO

Date

2026-07-23

2026-07-23

2026-07-29

2026-07-27

2026-07-28

2026-07-24

2026-07-27

2026-07-30

2026-07-29

2026-07-25

2026-07-30

2026-07-23
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us

UK

us

us

German
y

UK

Unkno
wn

Unkno
wn

us
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a
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Biosensors
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Navigating Biotech's Convergent Future: Strategic Imperatives for Western Leadership

The medical and bio domain is at an inflection point, driven by a powerful convergence of advanced
manufacturing, artificial intelligence, and personalized diagnostics. Western manufacturers, investors, and

executives must recognize that these aren't siloed advancements but interconnected forces reshaping the

Medical & Bio Field Intelligence Report | Vol. 49 2026.07.27 — 08.02 | Page 27



entire value chain. The rapid scale-up in cell culture, accelerated clinical translation of iPSC and gene
therapies, and the emergence of Al-designed drugs underscore a fundamental shift towards more efficient,
targeted, and personalized medical solutions.

Key to sustained Western competitiveness will be proactive investment in AI-driven R&D; and manufacturing
automation, securing critical supply chains for novel modalities like viral vectors and LNPs, and adapting to
evolving regulatory landscapes. The FDA's flexible guidance for cell and gene therapies, coupled with the rise
of OTC wearable biosensors, signals a future where decentralized, real-time health management becomes
standard. This demands a strategic pivot from traditional product-centric models to integrated, data-driven

healthcare ecosystems.

The patent cliff and intensifying global competition, particularly from Asian players in CDMO and AI drug
discovery, necessitate agile strategies. Western firms must leverage their strengths in foundational research
and regulatory expertise while aggressively adopting new technologies. This includes fostering cross-sector
collaborations, investing in talent skilled in AI and bioprocessing, and prioritizing sustainable practices in
biomanufacturing to ensure long-term resilience and market leadership.
& How can Western OEMs and CDMOs best leverage Al and automation to reduce biomanufacturing costs by
20% and accelerate time-to-market for cell and gene therapies within the next 3 years?

& What strategic partnerships are essential for Western material suppliers to capture the rapidly growing
LNP-mRNA and precision fermentation markets, projected to exceed $10 billion by 2030?

& How should Western T&M; providers and digital health companies adapt their regulatory and commercial
strategies to capitalize on the FDA's digital health pilot and the expanding OTC wearable biosensor market by
2027?

Dr. Evelyn Reed Chief Technology Strategist
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