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BioPharma APAC discusses Al implementation in
GMP facilities and audit trail imperatives, citing
Singapore's digital twin for fault detection.

Lonza acquires rights to Nona Biosciences' TfR1
Blood-Brain Barrier technology, bolstering CNS
therapeutic delivery capabilities.

Lonza accelerates DNA-to-IND programs with
new GS Ori-Go™ vector technology, delivering tox
material in 2 months, IND-ready in 6 months.

US federal regulators approve cultivated chicken
sales, but Louisiana may ban it at state level,
creating regional regulatory hurdles.

ArXiv paper unveils 'agentic self-driving lab" with
LLMs and Bayesian optimization to accelerate
antibody bioprocess R&D.;

Thermo Fisher explains how PAT enables
real-time quality control in pharmaceutical
manufacturing, with Al transforming data into
insights.

eBioHippo publishes beginner's guide to AAV
gene delivery, detailing production systems and
discussing challenges like neutralizing antibodies.

UK Food Standards Agencies release regulatory
guidance for cell-cultivated and novel food
businesses to facilitate safe market entry.

Tufts University study reveals 'cultivated meat'
terms outperform 'lab-grown meat' in consumer
acceptance; naming and trust are key.

Lonza expands strategic collaboration with a
leading U.S. biopharmaceutical company, adding
two biologic programs and N-1 perfusion.

Tetra Pak unveils Bioreactor RF, revolutionizing
precision fermentation scaling with a patented
magnetic agitation system.

Forge Biologics advances AAV manufacturing with
optimized FUEL platform and announces strategic
expansion into Asia-Pacific gene therapy market.

Europe holds potential to lead the next industrial
race in sustainable biomanufacturing via precision
fermentation, boosted by AI and renewables.

UK Food Standards Agencies publish new
regulatory guidance to facilitate market entry for
cell-cultivated and novel foods.

Shantha Biologics secures fill-finish
manufacturing agreement with Novo Nordisk for
cartridge injectables in India.

Low | Yellow highlight = featured article

CellCultureTechnology Weekly Intelligence Report | 2026-07-11 | Page 2



I Three Questions That Demand Your Decision This Week

@ Is your cell & gene therapy supply chain exposed?

Persistent bottlenecks in viral vector production (AAV, lentiviral) and plasmid DNA supply are delaying market
entry and inflating costs. Low purification yields and empty capsids are critical issues. Does your procurement
strategy account for these vulnerabilities, and are you investing in alternative solutions or diversified suppliers?

® How will AI/ML transform your biomanufacturing?

AI/ML is moving beyond R&D; into real-time process monitoring, predictive control, and optimization for
bioreactors and chromatography. This promises dramatic efficiency and quality gains. Are your manufacturing
facilities adopting PAT and AI, and do you have robust data governance and validation strategies for these
'smart' systems?

© Are you prepared for the cultivated meat market's complexity?

Federal approvals for cultivated meat are advancing, but state-level bans and consumer acceptance challenges
(e.g., 'lab-grown' vs. 'cultivated') create a fragmented market. How will your business navigate these
regulatory hurdles and consumer perceptions to capitalize on or defend against this disruptive food technology?

I Opportunities vs. Threats for US/European Companies

Opportunity vs. Threat Matrix for US/European Companies
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® SDLabs Critical R&D; speed R&D; lag
® FastDev Critical Faster IND Lagging pipelines
® VV_Bneck Threat Solutions Supply chain risk
® AI_Bio Critical Efficiency gain Tech obsolesce
® CultMeat Critical New food market Reg/consumer hrdl
® CDMOs Opp. Outsourcing In-house cost
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® PrecFer Opp. Alt protein mfg Lagging tech

® CNS_DDS Opp. New therapies Missed market
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I Deep Dive @ — Agentic Self-Driving Labs for Bioprocess

#16 | 2026/07/05 | ArXiv (Preprint server) | Tech Novelty® ® ® ® ® Proximity® OOOO Market Impact® ® ® ® ® Data
Reliabilitye ® ® ® ® US/EU Relevancco ® @ ® ®

A groundbreaking ArXiv paper introduces an 'agentic self-driving lab' combining Large Language Models
(LLMs) with Bayesian optimization to autonomously design, execute, and analyze experiments. This system
drastically reduces experimental rounds and costs in antibody bioprocess optimization.

The lab can predict large-scale manufacturing performance from small-scale bioreactor screening,
accelerating development cycles. This fusion of Al and automation aims to optimize culture conditions (pH,
temperature, nutrients) to maximize antibody yield and quality, fundamentally transforming bioprocess
R&D.;

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: This is a foundational academic breakthrough, not a
commercial product. The published numbers on reduced experimental rounds are likely realistic
for lab conditions. [Technical barriers] include integrating diverse lab hardware, ensuring data
integrity for autonomous decision-making, and regulatory acceptance for AI-driven process
development. [Opportunity] for US/EU pharma R&D; to gain an unprecedented competitive
edge in drug discovery speed and cost. [Threat] for companies that fail to invest in
Al/automation, risking significant R&D; lag. Next actions: [R&D;] Establish a dedicated task
force to evaluate and pilot self-driving lab concepts within 6 months. [Executive] Allocate
long-term funding for Al/automation infrastructure.

I Deep Dive @ — Accelerating CAR-T Manufacturing

#04 | 2026/07/02 | Vector BioMed | Tech Novelty® ® ® ® O Proximity® ® ® ® O Market Impact® @ ® ® O Data
Reliability® @ OOO US/EU Relevancco ® @ ® ®

Vector BioMed has launched LENTIVERSE™, a lentiviral vector platform designed to accelerate CAR-T cell
therapy manufacturing from gene sequence to clinic-ready in under 12 months. This platform offers custom
vector development (VectorCraft) and cGMP-compliant CAR-T manufacturing (LaunchSuite).

Lentiviral vectors are crucial for high gene transduction efficiency in CAR-T. The optimized processes within
LENTIVERSE™ aim for high reproducibility and cost-effectiveness, directly addressing key bottlenecks in
CAR-T production and potentially making life-saving treatments more accessible.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: The claim of <12 months to clinic-ready is aggressive but
plausible for optimized platforms, reflecting significant advancements in CDMO capabilities.
[Technical barriers] include maintaining consistent vector quality at scale and navigating
evolving regulatory requirements for novel therapies. [Opportunity] for US/EU biotech to
rapidly advance CAR-T pipelines, reducing time-to-market and development costs. [Threat] for
in-house manufacturing or less efficient CDMOs that cannot match this speed and
cost-effectiveness. Next actions: [Business Dev] Evaluate LENTIVERSE™ and similar platforms
for potential partnerships or outsourcing within 1 month. [R&D;] Benchmark internal CAR-T
development timelines against this new standard.
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I Deep Dive @ — Lonza's DNA-to-IND Acceleration

#14 | 2026/07/05 | Lonza Press Release | Tech Novelty® ® @ ® O Proximity® @ @ ® O Market Impact® ® ® ® O Data
Reliability® ® OOO US/EU Relevancco ® ® ® ®

Lonza has enhanced its preclinical development services with the new GS Ori-Go™ vector technology,
significantly accelerating DNA-to-IND (Investigational New Drug) programs. This enables delivery of toxicity
study materials in just two months and IND-ready packages in as fast as six months.

This technology boosts productivity and consistency in early-stage biomanufacturing through efficient cell line
generation and rapid production of high-quality recombinant proteins. It dramatically shortens development

timelines, potentially cutting several months to over a year off traditional processes.

» Strategic Analyst's Perspective

Strategic Analyst's Perspective: Lonza's claims of 2-month tox material and 6-month
IND-ready packages are highly ambitious but reflect a strong industry push for speed. These
numbers are likely achievable under ideal conditions with established platforms. [Technical
barriers] include ensuring the stability and scalability of the vector system and meeting diverse
regulatory requirements across different drug modalities. [Opportunity] for US/EU biopharma
to de-risk early-stage development and accelerate clinical entry for promising drug candidates.
[Threat] for smaller CDMOs or internal R&D; teams unable to match this rapid turnaround,
losing competitive advantage. Next actions: [Procurement] Review Lonza's new offerings and
assess their impact on current DNA-to-IND vendor strategies within 1 month. [R&D; ]
Investigate integrating such accelerated services into existing drug development pipelines.

I Other Notable Articles

Drug Discovery News Identifies Critical Bottlenecks in Cell & Gene Therapy Manufacturing (Drug Discovery News)
Tech Novelty @ OO OO Proximity® ® ® ® ® Market Impact® ® ® ® ® US/EU Relevancco @ @ @ @

Viral vector purification yields and plasmid DNA shortages are critical, persistent bottlenecks impacting all
CGT developers.

Lonza Acquires Rights to Nona Biosciences' TfR1 Blood-Brain Barrier Technology, Bolstering CNS Therapeutic Delivery Capabilities (Lonza Press
Release)
Tech Novelty® ® ® ® O Proximity® @ ® OO Market Impact® ® ® ® O US/EU Relevancco ® ® ® ®

Lonza's acquisition of TfR1 BBB technology could unlock new CNS drug development, a major unmet medical

need.

UK Food Standards Agencies Release Regulatory Guidance for Cell-Cultivated and Novel Food Businesses to Facilitate Safe Market Entry (GOV.UK (Food
Standards Agency))
Tech Novelty ® OOOO Proximity® ® ® ® ® Market Impact® ® ® ® O US/EU Relevancco ® @ ® ®

Clear UK regulatory guidance for cultivated meat is a positive step, but US/EU companies must monitor

fragmented global rules.

Tetra Pak Unveils Bioreactor RF, Revolutionizing Precision Fermentation Scaling with Patented Magnetic Agitation System (Food and Drink Technology)
Tech Novelty® ® ® ® O Proximity® @ @ ® O Market Impact® @ ® ® O US/EU Relevancco @ ® ® O

Tetra Pak's new bioreactor with magnetic agitation addresses critical contamination risks for precision

fermentation scaling.
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I Recommended Actions This Week

Action recommendations based on article evaluation matrix and opportunity/threat analysis.

I Immediate (this week)

e [Strategy] Assess current supply chain exposure to viral vector and plasmid DNA shortages,
identifying critical dependencies and potential single points of failure.

¢ [R&D;] Initiate a rapid review of internal bioprocess R&D; workflows to identify immediate
opportunities for AI/ML integration in data analysis and process monitoring.

e [Business Dev] Begin outreach to leading CDMOs (e.g., Cellistic, Vector BioMed, Lonza) to understand
their accelerated development platforms for iPSC, CAR-T, and DNA-to-IND programs.

| Short-term (1 month)

e [Procurement] Engage with existing and potential new suppliers for viral vectors and plasmid DNA to
understand their capacity expansion plans and risk mitigation strategies.

e [R&D;] Launch a pilot project to implement Process Analytical Technology (PAT) with Al-driven
analytics for a specific downstream purification step, focusing on real-time quality control.

¢ [Legal/IP] Monitor evolving state-level regulations in the US and new guidance in the UK/EU regarding
cultivated meat, assessing implications for market entry and product labeling.

¢ [Strategy] Conduct a competitive analysis of accelerated drug development services, benchmarking
internal capabilities against industry leaders offering rapid DNA-to-IND timelines.

I Medium-long term (quarter+)

¢ [R&D;] Develop a strategic roadmap for integrating 'self-driving lab' capabilities into core R&D;,
focusing on autonomous experimentation and Al-driven discovery platforms.

¢ [Executive] Formulate a long-term investment strategy for precision fermentation technology,
considering its potential to disrupt food, pharmaceutical, and chemical sectors.

¢ [R&D;] Explore novel CNS drug delivery platforms, such as TfR1 Blood-Brain Barrier technology, for
future therapeutic pipelines and potential licensing opportunities.

¢ [Strategy] Develop comprehensive consumer education and marketing campaigns for novel food
products, leveraging insights on terminology and trust-building to prepare for market entry.

troy-technical.jp/en | Original curation. Article copyrights belong to respective authors. | Gemini API + Claude | 2026-07-11
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#01 Cellistic Launches Integrated CDMO Services for
iPSC-Derived Allogeneic Cell Therapies, Streamlining
Development to GMP Manufacturing

Published July 02, 2026  Cellistic ~ USA

| overview

Cellistic has introduced comprehensive CDMO services for iPSC-derived cell therapy
manufacturing, covering development through GMP production. Their bioreactor-
based Cellistic Echo platforms are engineered to ensure product quality, scalability,
and cost-effectiveness while adhering to stringent regulatory requirements. This new
offering aims to provide a streamlined pathway to scalable GMP manufacturing for

iPSC-based allogeneic cell therapies, accelerating their market entry.



| N DEPTH

Key Findings

Cellistic has launched comprehensive CDMO services for induced pluripotent stem cell
(iPSC)-derived cell therapies, offering end-to-end support from early-stage development
to full-scale GMP manufacturing. This integrated approach is designed to accelerate the
commercialization of allogeneic cell therapies by addressing critical manufacturing

bottlenecks and ensuring product consistency and quality.

Technical / Clinical Details

The core of Cellistic's offering is its bioreactor-based Cellistic Echo platforms, which
enable highly scalable and consistent production of iPSC-derived cell products. Unlike
traditional 2D culture methods, bioreactor systems provide a controlled, homogeneous
environment, leading to improved cell yields and uniform product characteristics. This
platform is compliant with stringent GMP standards, crucial for regulatory approval and
safe patient use. The emphasis on allogeneic therapies means these 'off-the-shelf’
treatments can be produced at scale, making them more accessible and cost-effective
than patient-specific autologous therapies. The technology specifically targets the
inherent complexities of iPSC differentiation and expansion, offering robust process

controls and analytical capabilities.

Background & Context

The cell therapy industry, particularly for iPSC-derived products, has grappled with
significant manufacturing challenges including high costs, limited scalability, and
complex regulatory pathways. Cellistic's strategic entry into the CDMO space with a
specialized iPSC platform addresses these hurdles head-on. By providing a vertically
integrated solution, Cellistic aims to de-risk the manufacturing process for therapeutic
developers, allowing them to focus on clinical translation and patient impact. This move
is indicative of a broader industry trend towards industrialized cell therapy production,

moving beyond bespoke lab processes to standardized, high-throughput manufacturing.



Strategic Significance & Outlook

This launch marks a significant step towards enabling the mass production of iPSC-
derived cell therapies, a critical factor for widespread adoption and patient access. The
ability to achieve scalable, cost-effective, and GMP-compliant manufacturing for
allogeneic products positions Cellistic as a key enabler in the advanced therapy
medicinal products (ATMP) sector. For investors, this represents a crucial infrastructure
development that can unlock the therapeutic and commercial potential of numerous
iPSC-based pipelines. Researchers will benefit from more reliable and accessible
manufacturing pathways for their discoveries, potentially shortening the time from lab to

clinic and driving a new wave of innovative treatments for a range of diseases.

Source: https://www.cellistic.com/cdmo-services

Collected: July 10, 2026 | Automated Research System (Gemini API)
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#02 Drug Discovery News Identifies Critical Bottlenecks
in Cell & Gene Therapy Manufacturing: Low Viral
Vector Purification Yields and Plasmid DNA Supply
Shortages

Published July 06, 2026  Drug Discovery News USA

| overview

Drug Discovery News highlights severe bottlenecks in cell and gene therapy (CGT)
manufacturing, specifically in viral vector production. Low downstream purification
yields for adeno-associated virus (AAV) and lentiviral vectors, coupled with plasmid
DNA supply challenges, are identified as primary inhibitors. These issues underscore
the manufacturing differences between autologous and allogeneic therapies, delaying

the market entry of crucial CGT products.



| N DEPTH

Key Findings

A recent report by Drug Discovery News indicates that the cell and gene therapy (CGT)
manufacturing sector is facing significant and persistent bottlenecks, primarily stemming
from challenges in viral vector production. These manufacturing constraints are proving
to be a major impediment to the commercialization and broader availability of advanced
CGT products.

Technical / Clinical Details

The article specifically points to adeno-associated virus (AAV) and lentiviral vector
manufacturing as areas under severe strain. A key issue is the persistently low
downstream purification yields from viral vector production. This inefficiency leads to
substantial loss of valuable vector material, directly inflating the cost of the final
therapeutic product. Compounding this, the supply of high-quality plasmid DNA,
essential for viral vector synthesis, is also identified as a critical bottleneck, restricting
overall manufacturing capacity. The distinctions between autologous (patient-specific)
and allogeneic (off-the-shelf) cell therapy manufacturing are highlighted, with each
approach presenting unique scalability challenges that exacerbate these fundamental

resource and process limitations.

Background & Context

Cell and gene therapies represent a revolutionary paradigm in medicine, offering
curative potential for previously untreatable diseases such as various cancers and rare
genetic disorders. Despite the rapid scientific advancements in drug discovery, the
manufacturing infrastructure and technological maturity have struggled to keep pace.
The inherent biological complexity of these products, coupled with stringent regulatory
and quality control demands, makes large-scale production exceptionally difficult. Viral
vectors are indispensable tools for delivering therapeutic genes into target cells, making
their consistent and efficient supply crucial for the entire CGT industry's growth.
Vulnerabilities in the supply chain directly impact the ability to deliver these life-

changing therapies to patients.



Strategic Significance & Outlook

Overcoming these manufacturing bottlenecks requires a concerted industry-wide effort,
focusing on innovations in viral vector purification technologies, optimization of plasmid
DNA production, and the development of novel manufacturing platforms. Solutions such
as Al and machine learning-driven process optimization, the implementation of
continuous manufacturing systems, and the utilization of standardized CDMO services
are anticipated to address these issues. The industry must accelerate investment in
manufacturing technology and infrastructure to ensure the sustainable growth and
broader accessibility of cell and gene therapies, ultimately impacting global patient

populations.

Source: https://www.drugdiscoverynews.com/scaling-the-unscalable-manufacturing-cell-gene-and-mrna-

therapies-17300
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