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Japan confirms long-term safety of iPS cell
therapy for spinal cord injury, with no serious
adverse events.

First-in-human diabetes cell therapy shows
promising initial clinical data, potentially reducing
insulin dependency.

Instinct Bio debuts on Nasdaq via SPAC merger,
infusing new capital into the cell and gene
therapy sector.

Roche discontinues lupus TCE development but
reaffirms strong strategic interest in autoimmune
cell therapy.

Bone Biologics reports progress in bone
regeneration therapeutics for spine fusion,
secures $1.6M funding.

Global leukapheresis market accelerates due to
rising demand from cell therapy, oncology, and
transplant procedures.
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I Three Questions That Demand Your Decision This Week

@ Is your gene therapy delivery platform obsolete?

The Doudna Lab's AI-driven CRISPR miniaturization (#09) could revolutionize in vivo delivery, making larger
systems less competitive. Assess if your current AAV or viral vector strategies are future-proof.

® Are you prepared for the next wave of cell therapy manufacturing?

With increasing clinical trials (#01) and major M&A; in supply chain (#10), scalable and quality-controlled
manufacturing solutions (#02, #07) are critical. Evaluate your CDMO partnerships and internal capabilities.

©® How will long-term safety data impact your iPS/ESC pipeline?

Confirmed long-term safety for iPS in SCI (#13) and ESC in Parkinson's (#03) significantly de-risks pluripotent
stem cell therapies. Re-evaluate your R&D; priorities and clinical trial designs.

I Opportunities vs. Threats for US/European Companies

Opportunity vs. Threat Matrix for US/European Companies
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I Deep Dive @ — AI Redesigns CRISPR for In Vivo Delivery

Reliabilitye ® ® ® ® US/EU Relevancco ® @ ® ®

UC Berkeley's Doudna Lab, using AI, has dramatically miniaturized CRISPR nucleases, enabling their efficient
packaging into AAV vectors. This breakthrough addresses a major bottleneck in targeted in vivo gene therapy
delivery, expanding the potential for treating various genetic disorders.

The Al algorithms optimized Cas12f variants, maintaining function while achieving further size reduction and
enhanced efficiency. This innovation promises safer and more effective delivery of gene-editing tools to
target cells, potentially reducing off-target effects.

» Strategic Analyst's Perspective

This academic breakthrough in AI-driven CRISPR miniaturization is a game-changer for in vivo
gene therapy delivery, potentially overcoming the AAV payload bottleneck. Published data is
highly reliable. [Opportunity] US/EU gene therapy developers can leverage this for broader
disease targets and improved safety profiles. [Threat] Companies relying on larger nuclease
systems or ex-vivo approaches face obsolescence. Next actions: [R&D;] Immediately evaluate
this Al-driven design platform for integration into current gene editing programs. [Strategy]
Assess long-term impact on IP landscape and competitive positioning by Q4 2026.

I Deep Dive @ — Regeneron's Hearing Loss Gene Therapy

#08 | 2026/07/22 | BioPharma Dive | Tech Novelty® ® ® OO Proximity® ® ® ® O Market Impact® @ ® ® O Data
Reliability® ® ® ® O US/EU Relevancco ® ® ® ®

Regeneron plans to seek regulatory approval for its gene therapy for rare genetic hearing loss, following
"game-changing" clinical trial data published in the New England Journal of Medicine. The therapy showed

significant hearing improvement in over 10 children.

This AAV-vector based therapy delivers a functional gene copy to compensate for genetic defects causing
hereditary hearing loss. It offers a potentially transformative treatment for a condition with limited options,
validating gene therapy for sensory disorders.

» Strategic Analyst's Perspective

Regeneron's 'game-changing' clinical data for hearing loss gene therapy, published in NEIM,
signals a near-term market entry for a high-unmet-need condition. While specific efficacy
numbers are not detailed, the 'game-changing' descriptor and regulatory intent suggest strong
results. [Opportunity] US/EU gene therapy companies can target similar sensory or rare
genetic disorders, leveraging validated AAV delivery. [Threat] Competitors in hearing
restoration (e.g., cochlear implants) may face disruption. Next actions: [Business Dev] Identify
potential partnership or acquisition targets in sensory gene therapy by Q3 2026. [R&D;]
Analyze Regeneron's approach for broader applicability.

iPS_RegenerativeMedicine Weekly Intelligence Report | 2026-07-26 | Page 4



I Deep Dive ® — Eli Lilly Acquires Kelonia for In Vivo CAR-T

#04 | 2026/07/23 | DCAT Value Chain Insights | Tech Novelty® ® ® ® O Proximity® @ OOO Market Impacte @ ® ® ®
Data Reliability® ® @ OO US/EU Relevancce @ @ ® ®

Eli Lilly acquired Kelonia Therapeutics for $7 billion, including $3.25 billion upfront, to bolster its gene therapy
portfolio with Kelonia's in vivo CAR-T generation technology. This aims to simplify CAR-T manufacturing and

administration.

Kelonia's iGPS platform uses lentivirus-based particles to program T-cells to express CAR-T receptors directly
within the body, circumventing complex ex vivo processes. This could significantly reduce costs, shorten

vein-to-vein time, and improve patient access.

» Strategic Analyst's Perspective

Eli Lilly's $7B acquisition of Kelonia for in vivo CAR-T generation is a strong signal of industry
confidence in this disruptive technology. While Kelonia's pipeline is early-stage, the potential to
simplify CAR-T manufacturing and reduce costs is immense. [Opportunity] US/EU biopharma
can explore in vivo gene delivery for various cell therapies, potentially bypassing complex
ex-Vvivo processes. [Threat] Existing CAR-T CDMOs and ex-vivo platform developers face
significant competitive pressure and potential market erosion. Next actions: [Strategy] Conduct
a competitive analysis of in vivo cell therapy platforms by Q4 2026. [Procurement] Evaluate
long-term supply chain implications for existing CAR-T programs.

I Other Notable Articles

Global Pluripotent Stem Cell Therapies Progress (Vertex Al Search)
Tech Novelty® ® OOO Proximity® @ ® OO Market Impacte ® ® @ O

Overview of 115 global clinical trials with 1200+ patients, showing strong safety and accelerating clinical

translation.

Novo Nordisk Confirms 12-Month Safety of ESC-Derived Dopaminergic Cell Therapy (Regen Report)
Tech Novelty® @ ® OO Proximity® @ OOO Market Impacte ® @ @ O

Positive Phase 1/2 data for Parkinson's ESC therapy, confirming safety and feasibility, paving way for

neurodegenerative treatments.

Scribe Therapeutics Achieves $129M IPO (BioPharma Dive)
Tech Novelty® ® ® ® O Proximity ® @ OO O Market Impact®e @ @ OO

First gene editing IPO in two years, focusing on reversible epigenetic gene silencing for cardiometabolic
diseases.

Long-Term Safety of iPS Cell Therapy for Spinal Cord Injury Confirmed in Japan (Nippon.com)
Tech Novelty® @ @ ® O Proximity® @ OOO Market Impact® @ @ @ O

Critical long-term safety validation for iPS cell therapy in spinal cord injury, boosting confidence in

regenerative medicine.

First-in-Human Diabetes Cell Therapy Shows Promising Initial Clinical Data (The Medicine Maker)
Tech Novelty® ® ® ® O Proximity® ® OOO Market Impacte ® @ @ O

Promising early clinical data for the world's first human diabetes cell therapy, aiming to reduce insulin
dependency.
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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 [R&D;] Review Doudna Lab's Science paper (#09) on Al-driven CRISPR miniaturization and assess its
implications for current gene editing platforms.

e [Strategy] Conduct an urgent internal assessment of how in vivo CAR-T generation technology (#04)
could disrupt existing cell therapy pipelines and manufacturing strategies.

| Short-term (1 month)

e [Procurement] Evaluate the landscape of CDMOs specializing in scalable allogeneic cell therapy
manufacturing (#02, #07) to secure future supply chain needs.

¢ [Business Dev] Identify potential partnership or acquisition targets in sensory gene therapy (#08) or
epigenetic gene silencing (#05) based on recent clinical successes and IPOs.

e [R&D;] Initiate preliminary studies into reversible epigenetic gene silencing (#05) as a potentially
safer alternative to permanent genomic alterations.

I Medium-long term (quarter+)

e [Executive] Develop a comprehensive strategy for next-generation gene delivery systems,
incorporating Al-driven design and in vivo approaches, by Q1 2027.

e [Legal/IP] Monitor the evolving intellectual property landscape around AI-driven gene editing and in
vivo cell therapy to protect and expand core assets.

¢ [R&D;] Expand research into iPS/ESC-derived therapies for neurodegenerative diseases (Parkinson's
#03) and metabolic disorders (Diabetes #14), leveraging confirmed long-term safety data (#13).

troy-technical.jp/en | Original curation. Article copyrights belong to respective authors. | Gemini API + Claude | 2026-07-26
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#01 Global Pluripotent Stem Cell Therapies Progress to
115 Clinical Trials with Over 1,200 Patients,
Demonstrating Strong Safety Profile

Published July 22, 2026  Vertex Al Search  Global

)

| overview

Global clinical trials involving pluripotent stem cell therapies have significantly
advanced, with 115 trials treating over 1,200 patients by December 2024, reporting no
major safety concerns. This progress is underpinned by breakthroughs in iPS cell
technology, gene editing, bioengineering, and scalable manufacturing. Crucially, 3D
bioprinting and organoid technology are now being applied in disease modeling and
drug discovery for conditions such as autism spectrum disorder, schizophrenia, and
cardiac diseases, signaling a rapid acceleration towards clinical translation and

broader patient benefit.



| N DEPTH

Key Findings

Stem cell therapies are undergoing a significant transformation towards clinical
application, driven by remarkable advancements in iPS cell technology, gene editing,
bioengineering, and scalable manufacturing techniques. As of December 2024, 115
global clinical trials involving 83 types of pluripotent stem cell therapies have treated
over 1,200 patients without significant safety issues. This robust safety profile provides a
strong impetus for continued development and broader adoption of these innovative

treatments.

Technical and Clinical Details

At the forefront of research and development, 3D bioprinting technology is enabling the
creation of complex organoid structures, establishing itself as a revolutionary tool for
disease modeling and drug discovery. Organoids are increasingly utilized in studying
conditions such as autism spectrum disorder, schizophrenia, and cardiac diseases,
offering physiologically relevant insights that were impossible with traditional 2D
cultures. Furthermore, improvements in automation and quality control in cell
manufacturing are critical for ensuring consistent and safe cell therapy products, paving
the way for large-scale commercial production. The integration of gene editing not only
enhances therapeutic efficacy but also addresses immunogenicity issues, expanding the

potential of allogeneic cell therapies.

Background and Industry Context

Since its inception, stem cell therapy has been heralded as a field with infinite
possibilities, yet ethical concerns, technical hurdles, and safety questions have often
impeded its progress. However, recent profound advancements in basic research and
manufacturing innovation are steadily overcoming these barriers. The accumulation of
patient safety data from clinical trials is particularly crucial for gaining regulatory trust.
The pharmaceutical and biotechnology industries are keenly focused on the vast
potential market size of this new therapeutic modality, investing heavily in research and
development. This strategic focus anticipates addressing a wide range of unmet medical

needs, from rare diseases to common chronic conditions.



Future Outlook

Looking ahead, stem cell therapies are expected to see expanded clinical trials across
more disease areas, yielding an even richer body of efficacy and safety data. The
convergence of regenerative medicine, gene therapy, and cell therapy holds promise for
deeper, more fundamental interventions into disease mechanisms. Development of
scalable manufacturing platforms and improvements in cost efficiency will directly lead
to reduced treatment costs and enhanced patient access, making stem cell therapies a
more accessible form of medicine. Ultimately, these advances are poised to establish
stem cell therapies as a central pillar of future healthcare, enabling artificial organ

realization and functional regenerative medicine.

Source: https://vertexaisearch.cloud.google.com/grounding-api-

redirect/AUZIYQEd_CBYIUPoL471bxBSxJLQrB8GCcmDaoFwrLWRAT3-upD_Qx6vKw1phE-

MGZui2jJo6h0BnwOLKFFN80vLgWbwazZVBxFFUa-y6qylCQD-MfV40B1_cNYYAGMpg-
dMG7_gji7tdX_LrVYIEoypUHFUAd5HbVdMhk3hPHb_n9LUypkNbOc3Y1730nKbVrunEFOSTU2i819f\WuP9C_dPSkd\
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#02 Kincell Bio Scales Allogeneic Cell Therapy
Manufacturing, Bridging Early Clinical to Commercial

Supply

Published July 16, 2026  Kincell Bio  USA
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| overview

Kincell Bio, a specialized CDMO for allogeneic cell therapies, is advancing scalable
manufacturing solutions to accelerate product commercialization. The company's
expertise focuses on developing efficient processes for large-batch production,
supporting clients from early clinical development through to commercial supply. By
providing robust cell expansion, banking strategies, and compliant manufacturing
systems, Kincell Bio aims to enhance patient access to innovative cell therapies,

addressing critical supply chain challenges in the rapidly expanding sector.
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Key Findings

Kincell Bio is significantly accelerating the commercialization of allogeneic cell therapies
by providing highly scalable manufacturing solutions as a Contract Development and
Manufacturing Organization (CDMO). The company's core expertise lies in developing
efficient processes that enable large-batch production, offering comprehensive support
to clients from initial clinical development through to commercial supply. This
streamlined approach is crucial for delivering innovative cell therapies to a broader

patient population.

Technical and Clinical Details

The manufacturing platform offered by Kincell Bio is characterized by its efficient cell
expansion techniques, robust cell banking strategies, and automated manufacturing
systems. These features ensure product consistency, quality, and supply reliability. For
allogeneic cell therapies, in particular, standardized, large-scale production processes are
essential as cells from a single donor are intended to treat numerous patients. Kincell Bio
addresses complex manufacturing challenges by adhering to stringent quality control
standards and regulatory requirements through robust process design and analytical
capabilities, achieving high yields and purity. This also contributes to stabilizing the

supply chain and improving cost efficiency.

Background and Industry Context

With the rapid growth of the cell and gene therapy market, securing high-quality,
scalable manufacturing capacity has become a critical bottleneck for the entire industry.
Allogeneic cell therapies, which offer the potential for off-the-shelf products compared
to the patient-specific constraints of autologous treatments, are especially in demand for
efficient and scaled-up production. CDMOs like Kincell Bio play a vital role in fostering
innovation by allowing development companies to focus on R&D, thereby circumventing
massive upfront investments in manufacturing infrastructure. This accelerates the

development cycle of new therapies and enhances patient access.



Future Outlook

Kincell Bio is anticipated to strengthen its position as a leading CDMO in the cell therapy
industry through continuous technological innovation and expansion of its
manufacturing capabilities. Its scalable allogeneic cell manufacturing platform will likely
serve as a foundational support for the commercialization of therapeutics across a wide
range of disease areas, including cancer, autoimmune disorders, and neurodegenerative
diseases. The company's ability to respond flexibly to market demands and its
commitment to exceeding regulatory quality standards are expected to be key drivers of

its growth and the future of cell therapy.

Source: https://kincellbio.com/allogeneic-cell-therapy-cdmo/

Collected: July 24, 2026 | Automated Research System (Gemini API)
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#03 Novo Nordisk Confirms 12-Month Safety and
Feasibility of ESC-Derived Dopaminergic Cell Therapy
for Parkinson's in Phase 1/2 Trial

Published July 21, 2026  Regen Report USA

| overview

Novo Nordisk has announced positive 12-month safety and feasibility data from its
Phase 1/2 clinical trial of embryonic stem cell (ESC)-derived dopaminergic cells for
Parkinson's disease, published in Nature Medicine. The study demonstrated the
successful engraftment of the cells in moderate Parkinson's patients with a favorable
safety profile, marking a significant step towards disease-modifying cell therapies.
This early clinical validation paves the way for further investigation into regenerative

approaches for neurodegenerative disorders.
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Key Findings

Novo Nordisk has reported the successful completion of the Phase 1/2 clinical trial for its
embryonic stem cell (ESC)-derived dopaminergic cell therapy for Parkinson's disease,
with 12-month data affirming both the feasibility of transplantation and a favorable
safety profile. Published in Nature Medicine, these results provide early, crucial evidence
for the potential of stem cell-based treatments in addressing this debilitating

neurodegenerative condition.

Technical and Clinical Details

The trial involved direct intracranial transplantation of ESC-derived dopaminergic neural
progenitor cells into patients with moderate Parkinson's disease. Over the 12-month
follow-up period, no serious adverse events or unexpected safety concerns were
reported, indicating good tolerability of the therapy. Initial signs of engraftment and
potential dopamine production were also observed, suggesting a path toward functional
improvement. This approach aims to replace degenerated dopamine-producing neurons,
thereby addressing the root cause of the primary motor symptoms associated with

Parkinson's disease.

Background & Context

Parkinson's disease, characterized by the progressive loss of dopamine-producing
neurons, currently relies on symptomatic treatments. Regenerative medicine, particularly
the replacement of these lost neurons with stem cell-derived cells, has long been a
beacon of hope for a curative intervention. Novo Nordisk's announcement marks a
significant early-stage clinical milestone for ESC-derived cell therapies in this field,
potentially accelerating further research and development. Similar strides have been
observed with iPSC-derived therapies, such as the long-term safety confirmation of iPS

cell therapy for spinal cord injury in Japan.



Strategic Significance & Outlook

The encouraging safety data from this trial are expected to support progression to
larger, efficacy-focused Phase 2/3 clinical studies. Key challenges ahead include ensuring
long-term engraftment and functional integration of the transplanted cells, optimizing
immunosuppressive regimens, and, critically, demonstrating clear efficacy in improving
patient motor function and quality of life. Standardization and scale-up of cell
manufacturing will also be vital for eventual commercialization. This pioneering research
offers substantial promise for the future of regenerative medicine in treating challenging

neurodegenerative diseases.

Source: https://theregenreport.com/tag/ipsc-esc/

Collected: July 24, 2026 | Automated Research System (Gemini API)
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#04 Eli Lilly Acquires Kelonia Therapeutics for $7
Billion, Bolstering Gene Therapy with In Vivo CAR-T
Generation Technology

Published July 23, 2026  DCAT Value Chain Insights ~ USA

| overview

Eli Lilly announced the acquisition of Kelonia Therapeutics, a clinical-stage biopharma
specializing in in vivo gene delivery, for $7 billion, including $3.25 billion upfront.
Kelonia's "iGPS" technology utilizes lentivirus-based particles to generate CAR T-cells
directly within the body, potentially simplifying CAR-T manufacturing and
administration. This substantial investment underscores Lilly's commitment to gene

therapy and the commercialization potential of next-generation cell therapies.
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Key Findings

Pharmaceutical giant Eli Lilly and Company has announced the acquisition of Kelonia
Therapeutics, a clinical-stage biopharmaceutical company focused on in vivo gene
delivery, for an aggregate of $7 billion. This landmark deal includes an upfront payment
of $3.25 billion and an additional $3.75 billion in milestone payments, signaling a
significant strategic move by Eli Lilly to expand its footprint in the rapidly evolving cell

and gene therapy landscape, particularly with an innovative in vivo CAR-T cell approach.

Technical and Clinical Details

Kelonia Therapeutics' core technology is its in vivo Gene Placement System (iGPS),
designed to enable the direct generation of CAR T-cells within a patient's body. The iGPS
platform employs specially engineered lentivirus-based particles that program T-cells to
express CAR-T receptors in situ. This method offers a distinct advantage over
conventional ex vivo CAR-T therapies by circumventing the complex, costly, and time-
consuming processes of cell extraction, external manufacturing, and reinfusion. The
potential benefits include reduced manufacturing costs, shorter vein-to-vein time, and
broader patient accessibility. While Kelonia's pipeline is in early clinical stages, the in vivo

approach directly addresses a major challenge in gene therapy delivery.

Background & Context

CAR-T cell therapies have revolutionized the treatment of hematological malignancies
but are hampered by high production costs, intricate supply chains, and limited patient
access. In vivo gene delivery represents a promising solution to these challenges, with
the ability to generate therapeutic cells directly within the patient holding the potential
to transform the cell therapy paradigm. The substantial investment by a major
pharmaceutical player like Eli Lilly into an early-stage, innovative in vivo technology
underscores the industry's strong conviction in its disruptive potential. This acquisition
reflects the accelerating maturation of the gene therapy market through significant M&A

activities.



Strategic Significance & Outlook

Eli Lilly's acquisition of Kelonia demonstrates its clear intent to establish leadership in the
gene therapy space. Moving forward, the industry will closely watch how Kelonia's iGPS
technology is deployed across various disease areas, particularly in solid tumors and
autoimmune diseases—the next frontiers for CAR-T therapies. Crucial factors for the
success of this acquisition will include the validation of the in vivo gene delivery
technology's safety and long-term efficacy, alongside further optimization of the
manufacturing process. This acquisition marks a pivotal step towards a future where cell

and gene therapies become more accessible and cost-effective treatment options.

Source: https://www.dcatvci.org/features/in-vivo-cell-therapies-solving-mfg-obstacles/
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#05 Scribe Therapeutics Achieves $129M IPO, Targeting
Cardiometabolic Diseases with Reversible Epigenetic
Gene Silencing

Published July 24, 2026  BioPharma Dive  USA

| overview

Scribe Therapeutics successfully completed a $129 million IPO, marking the first gene
editing company to go public in over two years. The company develops an epigenetic
approach that silences gene expression without irreversibly altering DNA, targeting
cardiometabolic diseases like those involving PCSKO9. Initial human clinical data is
anticipated in early H1 2027, signifying a resurgence and diversification in the gene

editing market.
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Key Findings

Scribe Therapeutics has successfully closed its initial public offering (IPO), raising
approximately $129 million, making it the first gene editing drug developer to go public
in over two years. This capital infusion is set to accelerate the development of its
therapeutic candidates that employ an epigenetic approach to silence gene expression
without irreversible DNA editing. Scribe is primarily focused on cardiometabolic diseases

and anticipates reporting its first human clinical trial data in the first half of 2027.

Technical and Clinical Details

Scribe Therapeutics' distinctive technology is built upon the CRISPR-Cas system but
differentiates itself by controlling gene expression through epigenetic modifications
rather than direct cutting or replacement of genomic DNA. This involves targeted
suppression of specific gene transcription, leading to a reversible or semi-permanent
reduction in the production of disease-causing proteins. This approach is expected to
mitigate off-target editing risks, offering a potentially superior safety profile compared
to traditional gene-editing methods. The company's pipeline includes programs
targeting PCSK9, LPA (lipoprotein(a)), and APOC3 (apolipoprotein C-IlI), all key drivers of

cardiometabolic conditions such as hypercholesterolemia and hyperlipidemia.

Background & Context

The gene editing market has seen a slowdown in IPO activity in recent years, influenced
by initial CRISPR companies failing to meet lofty market expectations and broader
economic downturns. Scribe’s successful IPO indicates renewed investor confidence in
the evolving and diversifying landscape of gene editing technologies. The epigenetic
approach, which avoids direct DNA alteration, is particularly noteworthy as it may
circumvent some of the regulatory and ethical concerns associated with permanent
genomic changes, thereby expanding the potential applications of gene therapy. This
IPO symbolizes a new technological trend and a revitalization within the gene editing

sector.



Strategic Significance & Outlook

Scribe Therapeutics' future success will heavily depend on the data from its first human
trial, expected in early 2027. If the efficacy and safety of its in vivo epigenetic silencing
for targets like PCSK9, LPA, and APOC3 are validated, it could revolutionize the treatment
of cardiometabolic diseases. Furthermore, the applicability of this technology to other
disease areas will be critical to the company's growth strategy. Scribe's IPO highlights the
continued refinement and diversification of gene editing technologies to address a wider
range of clinical needs, warranting close observation of its subsequent technical

advancements and clinical progress.

Source: https://www.biopharmadive.com/news/scribe-ipo-price-gene-editing-biotech-pcsk9-Ipa/825933/
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#06 Kolon TissueGene's Cell and Gene Therapy TG-C
Fails to Meet Primary Endpoints in Phase 3 Knee
Osteoarthritis Trial

Published July 23, 2026  Fierce Biotech  USA

| overview

Kolon TissueGene's cell and gene therapy TG-C failed to achieve its co-primary
endpoints in the Phase 3 ACTiVION-II trial for knee osteoarthritis, showing no
significant improvement in pain or function compared to placebo at 12 months. While
no new safety concerns emerged, this negative outcome prevents TG-C from reaching
its goal as a disease-modifying osteoarthritis drug (DMOAD) and will significantly
impact its future development strategy. The company has a history of trial delays due

to manufacturing issues.
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Key Findings

Kolon TissueGene announced that its cell and gene therapy, TG-C, failed to meet its co-
primary endpoints in the Phase 3 ACTiVION-II clinical trial for knee osteoarthritis. The
therapy did not demonstrate superiority over placebo in improving pain or function at
the 12-month mark, delivering a significant setback to the product's regulatory pathway

and commercialization prospects.

Technical and Clinical Details

TG-C is an allogeneic cell and gene therapy combining human allogeneic chondrocytes
with cells engineered to express transforming growth factor-beta 1 (TGF-B1). The
ACTIiVION-II trial evaluated the efficacy and safety of a single intra-articular injection of
TG-C in patients with moderate to severe knee osteoarthritis. Regrettably, the primary
endpoints—improvement in Western Ontario and McMaster Universities Arthritis Index
(WOMAC) pain and function scores from baseline compared to placebo—were not
statistically significant. On the safety front, the incidence, severity, and patterns of
adverse events were comparable between the treatment and placebo groups, with no
new safety signals identified. While this suggests a potentially safe profile for the

treatment, the lack of efficacy remains the critical issue.

Background & Context

Osteoarthritis affects hundreds of millions worldwide, yet there remains a profound
unmet need for effective disease-modifying osteoarthritis drugs (DMOADs). TG-C was a
high-profile candidate aiming for DMOAD approval, and its failure underscores the
immense challenges in developing such treatments for this large market. Kolon
TissueGene has faced numerous hurdles previously, including a clinical hold due to
manufacturing issues with TG-C, further highlighting the critical importance of robust
quality control and manufacturing stability in regenerative medicine products. This
outcome reflects the inherent complexities and high attrition rates in late-stage clinical

development for novel therapies.



Strategic Significance & Outlook

The failure to meet primary endpoints renders the commercialization path for Kolon
TissueGene's TG-C highly uncertain. The company will now need to await results from
another ongoing Phase 3 trial (ACTiVION-I) and will likely face extensive discussions with
regulatory authorities, potentially requiring additional data submission or new trials.
While the clinical need for DMOADs in knee osteoarthritis remains high, this result
demonstrates that even promising regenerative medicine approaches confront
substantial hurdles. The broader regenerative medicine industry may need to re-evaluate
strategies for osteoarthritis, learning from this experience to refine future development

pipelines and clinical trial designs.

Source: https://www.cgtlive.com/view/cell-therapy-tg-c-misses-primary-endpoints-phase-3-knee-

osteoarthritis-trial

Collected: July 24, 2026 | Automated Research System (Gemini API)


https://www.cgtlive.com/view/cell-therapy-tg-c-misses-primary-endpoints-phase-3-knee-osteoarthritis-trial
https://www.cgtlive.com/view/cell-therapy-tg-c-misses-primary-endpoints-phase-3-knee-osteoarthritis-trial

#07 Axiom Unveils New Technology to Address Major

Manufacturing and Quality Bottlenecks for Stem Cell
Biotechs

Published July 16, 2026  Fierce Biotech  USA

S Anew technology by Axmm F-
'solves key manufacturing |

manufacturing a and Quality challengesl
in stem cell blotechnology

| overview

Axiom has announced the development of new technology addressing two major
"potholes" for stem cell biotechnology companies, primarily in manufacturing
scalability and quality control. This innovation is expected to significantly enhance the
efficiency and reliability of cell therapy production, accelerating commercialization.

The solution offers a concrete answer to the industry's longstanding challenges of

high costs and complexity.
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Key Findings

Axiom, a prominent stem cell biotechnology company, has announced a significant
technological breakthrough aimed at resolving two critical bottlenecks that have long
hindered the development and commercialization of stem cell therapeutic products.
These challenges primarily revolve around manufacturing scalability and ensuring
consistent product quality, and Axiom's new solution promises to dismantle these

barriers, potentially accelerating the market introduction of numerous cell therapies.

Technical and Clinical Details

The "two major potholes" Axiom claims to have solved represent pervasive issues within
the cell therapy landscape, particularly for stem cell-derived products. Firstly, the
inherent difficulty in efficiently scaling complex processes such as stem cell culture,
expansion, and directed differentiation while maintaining cost-effectiveness. Secondly,
the stringent demands of quality control, ensuring batch-to-batch consistency, potency,
and safety of the therapeutic product to meet rigorous regulatory standards. Axiom
asserts that its proprietary platform technology addresses these issues, potentially
leading to improved cell yields, reduced manufacturing timelines, and achievement of
the stringent quality criteria required for regulatory approval. Ultimately, this could pave
the way for delivering high-quality cell therapies to a broader patient population at more

affordable costs.

Background & Context

Manufacturing cell and gene therapies, especially regenerative medicine products, is
notoriously complex, resource-intensive, and prone to variability due to the handling of
living cells. This complexity has historically acted as a significant impediment for many
promising cell therapies transitioning from clinical trials to commercial availability. For
instance, CAR-T cell therapies require extensive time and resources to produce a single
patient's dose. Axiom's announcement presents a tangible technological solution to
these industry-wide challenges, promising positive repercussions not only for stem cell

therapies but for the broader cell therapy sector.



Strategic Significance & Outlook

For Axiom's technology to become an industry standard, its real-world efficacy,
reproducibility, and regulatory acceptance will be paramount. Further detailed data
demonstrating specific manufacturing cost reductions and quality control improvements
are highly anticipated. Should this technology prove successful, it could be adopted
across various cell and gene therapy modalities, significantly enhancing overall industry
efficiency and commercial viability. This advancement has the potential to dramatically
increase access to cell therapies, bringing innovative treatments to a greater number of

patients globally.

Source: https://www.fiercebiotech.com/activation-center/biologics
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#08 Regeneron to Seek Approval for Hearing Loss Gene
Therapy Following "Game-Changing” Clinical Data

Published July 22, 2026  BioPharma Dive  USA

I OVERVIEW

Regeneron plans to seek regulatory approval for its gene therapy for rare genetic
hearing loss, based on "game-changing" clinical trial data published in the New
England Journal of Medicine. The therapy demonstrated significant hearing
improvement in over 10 children, offering a potentially transformative treatment for a
condition with limited current options. This pivotal advancement highlights gene

therapy's growing impact on addressing high unmet medical needs.
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Key Findings

Regeneron has announced its intention to pursue regulatory approval for a gene therapy
targeting a rare form of genetic hearing loss, following the publication of what it
describes as "game-changing"” clinical trial data in the New England Journal of Medicine.
The therapy has reportedly led to significant hearing improvement in over 10 pediatric
patients, marking a potentially transformative development for an area with substantial

unmet medical needs.

Technical and Clinical Details

This gene therapy employs an adeno-associated virus (AAV) vector to deliver a functional
copy of a specific gene, compensating for a genetic defect responsible for a particular
type of hereditary hearing loss. The clinical trial focused on a cohort of pediatric patients
with this rare genetic mutation. Results indicated a substantial improvement in auditory
thresholds and enhanced sound perception for many treated individuals. While specific
response rates and degrees of improvement are not detailed in the snippet, the
descriptor "game-changing" implies a highly significant therapeutic effect. Furthermore,
the safety profile was reported as favorable, with no serious treatment-related adverse

events.

Background & Context

Hereditary hearing loss is one of the most common sensory impairments globally, with
numerous types often caused by genetic mutations. Historically, interventions have been
limited to symptomatic treatments such as hearing aids and cochlear implants, with no
curative options addressing the underlying genetic cause. Gene therapy, by its nature,
offers the potential for a foundational cure in this field. Regeneron's progress signifies
that gene therapy is transitioning into a practical clinical application for rare diseases,
particularly sensory disorders, which is expected to galvanize further gene therapy

development across the industry.



Strategic Significance & Outlook

Regeneron is expected to move swiftly with regulatory submissions and aims for market
introduction following rapid dialogue with agencies like the FDA and EMA. The review
process by these regulatory bodies will be closely watched. If approved, this gene
therapy could offer a life-altering treatment option for patients and families affected by
genetic hearing loss. Moreover, this success story may inspire and accelerate gene
therapy development for other genetic sensory disorders and neurological conditions.
Commercialization strategy, particularly regarding accessibility and cost, will be critical

for the widespread adoption of this pioneering therapy.

Source: https://www.biopharmadive.com/topic/gene-therapy/
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#09 UC Berkeley's Doudna Lab Redesigns Minimal
CRISPR Nucleases with Al, Revolutionizing In Vivo
Delivery

Published July 22, 2026  CRISPR Medicine News  USA

| overview

Researchers at UC Berkeley's Innovative Genomics Institute (IGl), including Jennifer
Doudna, have published a Science paper detailing an Al-powered technique to
minimize and redesign CRISPR nucleases. This breakthrough dramatically reduces the
size of gene-editing proteins, enabling their packaging into adeno-associated virus
(AAV) vectors, and significantly advancing targeted in vivo delivery. This is a pivotal

development in overcoming one of the biggest hurdles in in vivo gene therapy.
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Key Findings

Researchers at the Innovative Genomics Institute (IGl) at UC Berkeley, spearheaded by
contributions from Nobel Laureate Jennifer Doudna, have unveiled a groundbreaking
approach published in Science on July 16, 2026. Their work details the use of artificial
intelligence (Al) to redesign minimal CRISPR nucleases, dramatically reducing their size.
This technological leap enables efficient packaging of these gene-editing proteins into
adeno-associated virus (AAV) vectors, thereby overcoming a major limitation in targeted

in vivo gene therapy delivery.

Technical and Clinical Details

The research focused on optimizing some of the smallest naturally occurring CRISPR
nucleases, such as Cas12f. While Cas12f already possesses an advantage over the larger
Cas9 in terms of AAV packaging, full optimization for in vivo delivery remained a
challenge. The Al algorithms analyzed millions of protein sequences and structural data
to design variants of Cas12f that maintained their core function while achieving further
miniaturization and enhanced efficiency for optimal delivery. This innovation
demonstrates the potential to deliver gene-editing tools more effectively and safely to
target cells without exceeding the AAV vector's stringent payload capacity. The
technology is also anticipated to contribute to reducing off-target effects and improving

tissue-specific targeting capabilities.

Background & Context

In gene therapy, the delivery system, ensuring safe and efficient transport of therapeutic
genes or gene-editing tools to target cells, stands as one of the most critical
development challenges. AAV vectors are considered highly promising due to their
safety and tissue tropism but are subject to strict limitations on the size of the genetic
payload they can carry. Earlier genome editing tools like CRISPR-Cas9 have been
constrained in their in vivo applications by these size restrictions. The Al-driven redesign
of nucleases offers a potential solution to this delivery bottleneck, promising to

dramatically expand the in vivo applicability of gene therapies.



Strategic Significance & Outlook

The Al-optimized minimal CRISPR nucleases are expected to open new avenues for
treating various genetic disorders, neurodegenerative diseases, and cancers. Accelerated
preclinical evaluations focusing on the efficacy, safety, and long-term stability of these
redesigned enzymes in vivo are anticipated. Furthermore, this Al-driven design platform
could be extended to optimize other gene-editing tools beyond CRISPR systems, as well
as various therapeutic proteins, potentially having a broad impact across
biopharmaceutical development. As a crucial technological innovation for the
widespread adoption of gene therapy, its future research and development trajectory will

be closely watched by the scientific community and industry alike.

Source: https://crisprmedicinenews.com/news/ai-redesigns-minimal-crispr-nucleases/

Collected: July 24, 2026 | Automated Research System (Gemini API)


https://crisprmedicinenews.com/news/ai-redesigns-minimal-crispr-nucleases/

#10 BiolLife Solutions Completes $1 Billion Acquisition
to Bolster Cell Therapy Services

Published July 24, 2026 RegMedNet USA

I OVERVIEW

BioLife Solutions has reportedly completed a $1 billion acquisition, aimed at
significantly strengthening its cell therapy service offerings. As a key player in the cell
therapy supply chain and manufacturing process, this acquisition is expected to
enhance efficiency in the development and commercialization of cell therapies,

reflecting a growing trend of consolidation and scaling within the industry.
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Key Findings

BioLife Solutions, a provider of cell and gene therapy supply chain solutions, has
reportedly completed a $1 billion acquisition. This strategic move is intended to
substantially enhance the company's capabilities in providing cell therapy services,
thereby expanding its critical role in the development and commercialization process of

cell therapies.

Technical and Clinical Details

BioLife Solutions offers a range of products and services supporting the entire cell
therapy lifecycle, including cryopreservation of living cells and biological materials,
transportation logistics, and automated cell processing systems. While specific details
about the acquired entity are not disclosed in the immediate reports, it is inferred to be a
CDMO (Contract Development and Manufacturing Organization) or a tool supplier
crucial for cell therapy product "manufacturing” and "quality control." Such acquisitions
typically aim to alleviate bottlenecks in the cell therapy value chain, contributing to
manufacturing standardization, efficiency gains, and cost reductions. A robust and
scalable supply chain is indispensable for the commercial success of cell therapies, and

this acquisition directly strengthens that foundational infrastructure.

Background & Context

The cell and gene therapy market is experiencing rapid growth, driving increased
demand for sophisticated solutions in cell sourcing, processing, transport, and storage.
However, the nature of handling living cells makes manufacturing processes complex
and costly, with stringent quality control requirements. Specialized companies like BioLife
Solutions provide essential infrastructure, allowing therapeutic developers to focus on
core R&D. This acquisition reflects a trend of consolidation and specialization within this
high-growth market, contributing to the overall strengthening of the cell therapy

ecosystem.



Strategic Significance & Outlook

This acquisition positions BioLife Solutions to further solidify its leadership in the cell
therapy supply chain. Its integrated solutions are likely to offer more efficient and
reliable partnership opportunities for emerging cell therapy developers. The industry will
closely observe how the acquired company's technologies and services integrate with
BioLife Solutions' existing platforms and what impact this will have on cell therapy
manufacturing costs, time to market, and patient accessibility. This move holds

significant implications for advancing the commercial viability of cell therapies globally.

Source: https://www.regmednet.com/cell-therapy-weekly-us1-billion-acquisition-to-further-foster-cell-
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#11 Crystalys Therapeutics Secures $35M Series A
Funding to Advance Gene Therapy Development

Published July 22, 2026  BioBucks USA

| overview

Crystalys Therapeutics, a gene therapy developer, has raised $35 million in a Series A
funding round. This capital will accelerate the research and development of its
innovative gene therapy pipeline, targeting unmet needs in specific disease areas. The
funding underscores sustained investor interest in the gene therapy sector and the

promise of novel technologies.
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Key Findings

Crystalys Therapeutics, a startup specializing in the development of gene therapies, has
announced the successful closure of a $35 million Series A funding round. This new
capital is earmarked to accelerate the preclinical and early-stage clinical development of

the company's promising gene therapy pipeline.

Technical and Clinical Details

Crystalys Therapeutics is pursuing innovative gene therapy approaches aimed at
targeting the underlying genetic causes of specific inherited and intractable diseases.
While detailed information about its technical platform or precise disease targets was
not specified in the reports, gene therapy typically involves the use of viral vectors, such
as adeno-associated viruses (AAV) or lentiviruses, to deliver therapeutic genes into a
patient's cells to correct or compensate for genetic defects. The $35 million in funding
will be allocated towards optimizing lead candidates, conducting crucial safety studies,
and preparing for IND (Investigational New Drug) applications with regulatory
authorities, with the expectation of transitioning into first-in-human clinical trials within

the next few years.

Background & Context

The gene therapy sector has garnered significant attention in recent years, driven by
advances in CRISPR-based gene editing technologies and an increasing number of
regulatory approvals for rare diseases. Particularly for genetic conditions with previously
limited treatment options, the potential for curative therapies has attracted active
venture capital investment. Crystalys Therapeutics' funding round indicates that the gene
therapy market continues to offer growth opportunities for early-stage companies and

that investors maintain confidence in its long-term potential.



Strategic Significance & Outlook

Crystalys Therapeutics aims to leverage this funding to accelerate its R&D efforts and
advance its pipeline into clinical stages. Key upcoming milestones include the selection
of lead candidates, presentation of preclinical data, and successful IND submission. If the
company can establish the efficacy and safety of its technology in specific diseases, it has
the potential to introduce groundbreaking therapies to the market. In an increasingly
competitive gene therapy landscape, how Crystalys distinguishes its unique strengths

and achieves clinical success will be a critical area to watch.

Source: https://www.biobucks.co/biotech-vc-funding-tracker-2026
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#12 Qatar's Ministry of Public Health Issues Warning
Against Unapproved Injectable Exosome Products

Published Published July 20, 2026  ILoveQatar.net A& —JL

| overview

The Qatar Ministry of Public Health has issued a strong public warning against the use
of unapproved injectable exosome products for both medical and cosmetic
applications. The Ministry explicitly stated that no exosome product currently
possesses established scientific evidence, comprehensive safety data, or regulatory
approval. This intervention underscores growing governmental concern regarding the
public health risks associated with unproven regenerative medicine products in

inadequately regulated markets.
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Key Findings

The Ministry of Public Health in Qatar has issued a stark public warning against the use
of unapproved injectable exosome products for both medical and cosmetic purposes

within the country. The Ministry explicitly stated that, to date, no exosome product has
demonstrated established scientific evidence or comprehensive safety data for medical

use, and consequently, none have received regulatory approval.

Regulatory and Clinical Details

The Ministry's warning addresses a growing concern where exosome-based therapies
and cosmetic procedures are being offered in certain clinics and spas despite lacking
established scientific backing or proven clinical efficacy. Exosomes, nanoscale vesicles
crucial for intercellular communication, indeed hold significant potential in regenerative
medicine and diagnostics. However, research into their fundamental properties,
mechanisms of action, and clinical safety and efficacy remains in its nascent stages.
Direct administration into the human body, particularly through injection, carries
unknown risks. This warning, therefore, serves as a crucial measure to protect public

health from the inherent dangers of unapproved medical products.

Background & Context

Globally, the regulatory landscape for exosome products remains nascent, with
comprehensive approval processes yet to be fully established in many countries. This
existing regulatory vacuum allows unverified products to be promoted and sold in some
less-regulated regions or markets under false pretenses of proven efficacy. Qatar's recent
warning mirrors a growing vigilance among governments worldwide against such
"underground" or unregulated regenerative medicine markets. Similar concerns have

previously been voiced by the U.S. FDA regarding unapproved stem cell products.



Strategic Significance & Outlook

This warning is likely to instigate increased scrutiny and potentially stricter regulation of
exosome products within Qatar. It also underscores the broader need for greater
international collaboration among regulatory bodies to effectively address the
proliferation of unapproved regenerative medicine products. While exosome research
continues to advance, their clinical applications must necessarily undergo transparent
scientific validation and rigorous regulatory processes. This warning serves as a critical
message, reiterating the substantial risks that unscientific treatments pose to patients

and reinforcing the paramount importance of evidence-based medicine.

Source: https://www.ilovegatar.net/news/healthWellness/ministry-warns-injectable-exosome-products-
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#13 Long-Term Safety of iPS Cell Therapy for Spinal
Cord Injury Confirmed in Japan

Published July 21, 2026  Nippon.com Japan

| overview

Long-term safety has been confirmed in Japan for a spinal cord injury treatment
involving the transplantation of neural progenitor cells derived from induced
pluripotent stem cells (iPS cells). A clinical trial led by Keio University found no serious
adverse events or tumor formation over several years post-transplantation, marking a
critical safety milestone for iPS cell therapy. This achievement represents a significant

step towards the clinical implementation of iPS cell-based regenerative medicine.
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Key Findings

In Japan, long-term safety has reportedly been confirmed for a regenerative medicine
treatment for spinal cord injury (SCI) involving the transplantation of neural progenitor
cells derived from induced pluripotent stem cells (iPS cells). A clinical trial conducted
primarily by a research team at Keio University Hospital revealed no serious adverse
events or concerns such as tumor formation during several years of post-transplantation
follow-up. This outcome represents a major stride in the clinical application of iPS cell-

based regenerative medicine.

Technical and Clinical Details

The therapy involves transplanting neural progenitor cells, differentiated from either the
patient's own iPS cells or from iPS cell stocks, directly into the spinal cord injury site.
These transplanted cells are intended to differentiate into neurons and glial support cells,
aiming to reconstruct neural circuits and promote functional recovery. This study
specifically focused on assessing the engraftment of the transplanted cells, the absence
of immune rejection, and critically, the risk of tumor formation (teratoma formation). The
successful alleviation of these primary safety concerns during an observation period
spanning several years signifies a substantial advancement in the clinical readiness of iPS
cell therapies. While specific patient numbers and exact follow-up durations are not
detailed in the report, the phrase "long-term safety" suggests a robust dataset collected

over a considerable period from a relevant patient cohort.

Background & Context

Spinal cord injury is an intractable condition leading to severe motor and sensory
deficits, drastically diminishing patients' quality of life. iPS cell-based regenerative
medicine has been globally anticipated as a revolutionary treatment capable of replacing
lost neural cells and fostering functional recovery. However, the risk of tumor formation
has always been a significant concern when transplanting pluripotent stem cell-derived
cells. Japan, a leader in iPS cell research, enhances the international credibility of iPS cell
therapy commercialization with this long-term safety confirmation. This achievement will
also influence the clinical development of other stem cell therapies, such as the safety

data for embryonic stem cell treatment for Parkinson's disease.



Strategic Significance & Outlook

The confirmation of long-term safety data establishes a critical foundation for iPS cell
therapy for spinal cord injury to progress to the next stage: larger-scale clinical trials
focused on efficacy validation. Future research will need to meticulously evaluate the
specific functional improvements (e.g., recovery of motor and sensory functions)
mediated by the transplanted cells and establish optimal cell dosages and
transplantation timing. Furthermore, the standardization of cell manufacturing processes
and cost reduction will be crucial steps toward making this therapy accessible to more
patients. This groundbreaking development instills significant hope for the future of
regenerative medicine in treating challenging neurological disorders and substantially

raises expectations for its societal implementation.

Source: https://www.nippon.com/en/news/yjj2026072100932/long-term-safety-of-ips-spinal-cord-
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#14 First-in-Human Diabetes Cell Therapy Shows
Promising Initial Clinical Data

Published July 20, 2026  The Medicine Maker UK
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| overview

The world's first human diabetes cell therapy has reportedly shown promising initial
data in clinical trials. This therapy holds the potential to reduce insulin dependency in
Type 1 diabetes patients by replenishing insulin-producing cells. This marks a
significant step toward a foundational cure for diabetes and is noted as a

breakthrough in regenerative medicine.
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Key Findings

According to "The Medicine Maker's" weekly Cell & Gene Therapy news, the world's first
human diabetes cell therapy has demonstrated promising initial data in its early clinical
trials. This innovative therapeutic approach holds the potential to alleviate insulin
dependence in patients with Type 1 Diabetes, marking a pivotal advancement towards a

fundamental resolution of the disease.

Technical and Clinical Details

This cell therapy is presumed to involve the transplantation of insulin-producing cells
(beta cells), likely differentiated from pluripotent stem cells (iPSCs or ESCs), into patients
with Type 1 Diabetes. As Type 1 Diabetes results from the autoimmune destruction of
pancreatic beta cells, the goal of this therapy is to restore the body's autonomous blood
glucose regulation. Initial clinical data reportedly showed promising indicators, such as
improvements in biomarkers suggestive of engraftment and insulin production by the
transplanted cells, as well as reductions in exogenous insulin doses. While specific
patient numbers or response rates are not disclosed at this stage, this preliminary data

suggests potential success in the proof-of-concept phase for this modality.

Background & Context

Type 1 Diabetes is a chronic condition requiring lifelong insulin injections, and even with
insulin therapy, strict glycemic control remains challenging, accompanied by continuous
risks of complications. While pancreas and islet transplantation are options, they face
challenges like donor scarcity, lifelong immunosuppression, and graft dysfunction. Cell
therapy has garnered significant hope as a fundamental solution to overcome these
issues and provide sustained insulin production. This promising data from the first
human application indicates that years of research in this field are beginning to translate
into clinical benefits, poised to make a significant impact across the entire regenerative

medicine sector.



Strategic Significance & Outlook

The initial success of this pioneering human diabetes cell therapy paves the way for
future large-scale clinical trials. Key evaluation criteria for the next stages will include
efficacy in a larger patient cohort, long-term safety, sustained engraftment and function
of the transplanted cells, and the management of immunogenicity (immune rejection).
Furthermore, standardization, scale-up of cell manufacturing, and cost-efficiency
improvements will be indispensable for the widespread adoption of this therapy. If
successful, it holds the potential to free patients from insulin injections and dramatically

improve their quality of life, heralding a paradigm shift in diabetes treatment.

Source: https://themedicinemaker.com/issues/2026/articles/july/this-week-s-cgt-news-first-in-human-
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#15 Instinct Bio Debuts on Nasdaq Following SPAC
Merger, Infusing New Capital into Cell and Gene
Therapy Sector

Published July 23, 2026  GlobeNewswire USA

| overview

Instinct Bio has completed its business combination with Relativity Acquisition Corp.,
a Special Purpose Acquisition Company (SPAC), and will commence trading on
Nasdaq under the ticker "BIOT" on July 24, 2026. This public listing signifies a fresh
infusion of capital into the cell and gene therapy sector, accelerating the company's

pipeline development and growth strategy.
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Key Findings

Instinct Bio has announced the successful completion of its business combination with
Relativity Acquisition Corp., a Special Purpose Acquisition Company (SPAC), and is set to
begin trading on the Nasdaq Global Market under the ticker symbol "BIOT" on July 24,
2026. This public listing marks a significant infusion of new capital into the cell and gene
therapy sector, poised to substantially advance the company's research and

development as well as its commercialization strategies.

Corporate and Financial Details

Instinct Bio is a company focused on developing cell or gene therapies targeting specific
disease areas. SPAC mergers have emerged as an increasingly popular route for
biotechnology companies seeking a faster path to public markets compared to
traditional IPOs, especially during periods of market volatility. Through this transaction,
Instinct Bio has established its status as a publicly traded entity, gaining the ability to
raise further capital from public markets. While specific financial terms of the merger and
the total capital raised are not detailed in the public announcement, SPAC listings
typically secure tens to hundreds of millions of dollars. This funding is expected to be
allocated towards advancing the company's clinical pipeline, expanding manufacturing

capabilities, and attracting key talent.

Background & Context

The cell and gene therapy sector is characterized by groundbreaking therapeutic
innovations but also by a substantial need for capital to fuel research and development.
During periods of economic fluctuation and market uncertainty, SPAC mergers have
become a vital fundraising and listing mechanism for biotechnology companies. Instinct
Bio's successful debut underscores continued investor confidence in the long-term
growth potential of cell and gene therapies, particularly for companies pursuing

innovative approaches.



Strategic Significance & Outlook

The Nasdaq listing represents a critical milestone for Instinct Bio's business expansion.
The company is now positioned to leverage its public market visibility and access to
pursue more aggressive pipeline development, strategic partnerships, and potential
acquisition opportunities. Investors will closely monitor the progress of its cell and gene
therapy candidates through clinical trials, particularly the release of safety and efficacy
data, and its roadmap to market. This new listing indicates that the cell and gene therapy
market continues to experience dynamic capital market activity, contributing to the

broader development and maturation of the sector.

Source: https://www.globenewswire.com/news-release/2026/07/23/3332588/0/en/instinct-bio-
completes-business-combination-with-relativity-acquisition-corp-and-makes-its-nasdaqg-debut-under-

the-ticker-biot-on-july-24-2026.html
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#16 Roche Discontinues Lupus TCE Development,
Retains Strong Interest in Autoimmune Cell Therapy

Published July 23, 2026  Fierce Biotech  Switzerland

| overview

Roche has halted the development of its T-cell engager (TCE) for systemic lupus
erythematosus (lupus) but affirmed its strategic commitment to cell therapy for
autoimmune diseases. This decision signals a strategic pivot to focus resources on
more promising autoimmune cell therapy pipelines, reflecting strong confidence in

cell therapy's potential for these conditions.
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Key Findings

Pharmaceutical giant Roche has announced the discontinuation of its T-cell engager
(TCE) candidate for systemic lupus erythematosus (SLE), commonly known as lupus.
Concurrently, the company has explicitly reaffirmed its strong strategic interest and
continued investment in the cell therapy field for autoimmune diseases. This strategic
reallocation of resources suggests Roche's intent to concentrate efforts on what it

perceives as more promising modalities within autoimmune cell therapy.

Clinical and Strategic Details

The lupus TCE candidate, whose development was terminated, was a molecularly
targeted drug designed to activate T cells to eliminate specific target cells. However, it
likely failed to meet Roche's stringent efficacy or safety profile criteria in clinical trials.
Conversely, Roche maintains a robust belief in the potential of cell therapies for
autoimmune diseases, indicating a continued investment in its existing cell therapy
pipeline or new cell therapy approaches. This stance is predicated on the recognition
that cell therapies, by reprogramming or replenishing immune cells themselves, may
offer more fundamental and superior therapeutic outcomes for the complex
pathophysiology of autoimmune diseases compared to conventional pharmacological

agents.

Background & Context

Autoimmune diseases are triggered by the immune system attacking the body's own
tissues, leading to chronic inflammation and tissue damage. Many autoimmune
conditions, including systemic lupus erythematosus, continue to present significant
unmet needs, as a substantial number of patients do not achieve adequate therapeutic
benefits from existing immunosuppressants or biological agents. In recent years, inspired
by the success of CAR T-cell therapies in hematological cancers, there has been a
vigorous expansion of attempts to apply this technology to autoimmune diseases. A
major pharmaceutical company like Roche discontinuing a specific TCE while maintaining
interest in cell therapy reflects the industry's strong collective optimism regarding the

future of cell therapies in treating autoimmune conditions.



Strategic Significance & Outlook

Roche's strategic shift signifies a heightened priority for autoimmune cell therapies
within its R&D portfolio. Future developments will closely monitor which autoimmune
cell therapy candidates Roche will advance and what clinical trial results they yield.
Furthermore, as other major pharmaceutical companies are also intensifying their
investments in autoimmune cell therapy, this sector is poised for heightened
competition. Roche's move is a crucial indicator suggesting a paradigm shift in the

treatment of autoimmune diseases towards more curative, cell-based interventions.

Source: https://www.fiercebiotech.com/
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#17 Bone Biologics Reports Development Progress in

Bone Regeneration, Secures $1.6M from Warrant
Exercise

Published July 23, 2026  Markets Insider ~ USA

| overview

Bone Biologics reported significant development progress in its bone regeneration
therapeutics in its mid-year shareholder update for 2026. The company, focused on
osteoconductive recombinant human proteins for spine fusion, secured an additional
$1.6 million from warrant exercises. This funding is crucial for continuing its R&D and

achieving key clinical objectives.
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Key Findings

Bone Biologics, a company dedicated to developing bone regeneration therapeutics, has
released its mid-year shareholder update for 2026, reporting significant progress across
its strategic priorities. Notably, the company is advancing its "osteoconductive
recombinant human protein” targeted for spine fusion applications, and has secured an
additional $1.6 million (approximately 2.3 billion JPY) through the exercise of warrants.
This capital infusion is vital for sustaining its research and development activities and

achieving key clinical milestones.

Technology and Product Details

Bone Biologics is focused on developing innovative biological agents to promote bone
regeneration. The company's lead product candidate is a recombinant human protein
with osteoconductive properties, specifically designed to enhance bone fusion after
spinal fusion surgery. Spinal fusion is a procedure performed to stabilize unstable
vertebrae, where successful bone fusion is directly correlated with patient recovery and
functional improvement. The company's technology aims to overcome challenges in
conventional treatments by inducing bone tissue growth and supporting stronger, faster
fusion by improving bone healing processes. The report highlights that the additional

funding from warrant exercises is a testament to investor confidence in their approach.

Background & Context

In the orthopedic sector, including spinal fusion, there is a high unmet need for novel
biological agents that promote bone regeneration and healing. With the aging global
population, spinal disorders caused by osteoporosis and degenerative diseases are on
the rise, leading to an expanding market for more effective and safer bone regeneration
therapeutics. Regenerative medicine products, especially protein-based therapies, can
sometimes be easier to manufacture and face lower regulatory hurdles compared to cell
therapies, thus facilitating development. Bone Biologics' progress is part of a broader
effort to address these unmet needs in the field by focusing on targeted biological

solutions.



Strategic Significance & Outlook

Bone Biologics plans to utilize the newly raised capital to accelerate the clinical
development of its lead product candidate. Key upcoming milestones include filing an
IND application, initiating early-stage clinical trials, and delivering positive data.
Demonstrating clinical efficacy, particularly in improving spinal fusion rates and reducing
complications post-surgery, could position the company to capture a significant share of
a large market. The ability of its technology to contribute to improving patient quality of
life and reducing healthcare costs will be a major determinant of its future growth and
market impact. Investors will be keen to see how these milestones translate into tangible

clinical and commercial success.

Source: https://markets.businessinsider.com/news/stocks/bone-biologics-issues-mid-year-shareholder-

update-highlighting-progress-across-2026-priorities-1036356710
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#18 Global Leukapheresis Market Growth Accelerates

Driven by Cell Therapy, Oncology, and Transplant
Demand

Published July 21, 2026  GlobeNewswire  USA

| overview

This article summarizes a market research report from The Business Research
Company. The report analyzes the global leukapheresis market, noting accelerated
growth due to increasing demand in cell therapy, oncology, and transplant
procedures. Key market drivers, strategies, and impacts on end-user segments are

explored. Specific market size or growth rate figures are not publicly disclosed.
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This article provides an overview of a market research report published by The Business

Research Company.

Report Overview

This report focuses on the growth opportunities and strategies within the global
leukapheresis market. It analyzes that increasing demand in cell therapy, oncology
(cancer treatment), and transplant medicine are the primary drivers of market growth.
The report delves into the significance of leukapheresis in these fields and details future

market trends.

Key Findings

According to the publicly available information, the report indicates that the
leukapheresis market is experiencing robust growth, particularly due to the proliferation
of cell therapies such as CAR-T cell therapy, expanding applications in cancer diagnostics
and treatment, and the rising demand for transplant medicine including bone marrow
transplants. The analysis also covers technological innovations driving the market,
strategies adopted by key players, and regional market dynamics. However, specific
market size figures or Compound Annual Growth Rates (CAGR) are not explicitly stated

within this overview.

About the Publisher

This report was published by The Business Research Company, a globally recognized
market research and business intelligence firm. The company provides comprehensive
market analyses across a wide range of industry sectors, assisting clients with strategic

decision-making.

Source: https://www.globenewswire.com/news-release/2026/07/21/3330530/0/en/Global-Leukapheresis-
Market-Growth-Accelerates-With-Cell-Therapy-Oncology-and-Transplant-Demand.html
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