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#01
BMS Zenbexus FDA
Approval

New
Product

●●●●
○

●●●●
●

●●●●
○

●●●●
●

●●●●
●

BMS's Zenbexus, a novel CELMoD, receives
accelerated FDA approval for relapsed/refractory
multiple myeloma.

#02
Silence siRNA
Divesiran

Research
●●●●

○
●●●○

○
●●●○

○
●●●●

○
●●●●

●

Silence Therapeutics' siRNA divesiran shows 88%
response in Phase II for polycythemia vera,
targeting TMPRSS6 gene.

#03
Nagoya/Fujifilm
cirRNA LNP

Research
●●●●

○
●●○○

○
●●●○

○
●●●○

○
●●●○

○

Japan's Nagoya Uni & Fujifilm develop novel LNP
for circular RNA, boosting stability for next-gen
mRNA therapies.

#04
Daiichi/Tempus AI
for ADC

Corporat
e

Strategy

●●●○
○

●●●○
○

●●●○
○

●●●○
○

●●●●
○

Daiichi Sankyo partners with US-based Tempus to
use AI for biomarker discovery, enhancing ADC
clinical strategy.

#05
Exosome Market
Report

Market
Overview

●○○○
○

●○○○
○

●●○○
○

●●●○
○

●●○○
○

Exosome therapy market hits $58.1B despite no
FDA approvals, 240 trials ongoing, potential for
BBB crossing.

#06
Johns Hopkins mRNA
Plat.

Research
●●●●

○
●●○○

○
●●●●

○
●●●●

○
●●●●

●

Johns Hopkins develops synthetic mRNA platform
for faster, more efficient next-gen therapeutics,
validated in cells.

#07 Serina POZ Platform
Corporat

e
Strategy

●●●○
○

●●●○
○

●●●○
○

●●●○
○

●●●●
●

Serina Therapeutics' POZ Platform enhances
efficacy/safety of small molecules, RNA, and
ADCs via polymer conjugation.

#08
FDA Approvals Aug
2026

New
Product

●●●●
○

●●●●
●

●●●●
●

●●●●
●

●●●●
●

FDA approves Novo Nordisk's Pasatru for FOP,
Tudriqev combo for melanoma, and mFLUSIVA
mRNA flu vaccine.

#09
Norroy
68Ga-NYM096 BTD

New
Product

●●●●
○

●●●○
○

●●●○
○

●●●●
○

●●●●
○

Norroy Bioscience's 68Ga-NYM096, a Chinese
radiopharm, gets FDA BTD/FTD for ccRCC PET
imaging.

#10
Keymed CM336
Bispecific

Corporat
e

Strategy

●●●●
○

●●●○
○

●●●○
○

●●●●
○

●●●●
○

Keymed's BCMA x CD3 bispecific antibody CM336
advances to Phase II for amyloidosis, partner
acquired by Gilead.

#11
CDMO M&A; &
Invest.

Market
Overview

●○○○
○

●●●●
●

●●●●
○

●●●○
○

●●●●
●

2026 CDMO market sees major M&A; (Samsung
acquires PolyPeptide) and capital investments,
driven by peptide drugs.

#12
Biotech VC Funding
H1

Market
Overview

●○○○
○

●○○○
○

●●●○
○

●●●○
○

●●●●
●

H1 2026 biotech VC funding rebounds to $9.1B
(driven by late-stage), but early-stage
investment hits pre-pandemic low.
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#13
Biotech VC Funding
$20.1B

Market
Overview

●○○○
○

●○○○
○

●●●○
○

●●●○
○

●●●●
●

H1 2026 biotech VC funding hits $20.1B, with
significant capital secured for early development
stages.

#14
PitchBook CDMO
Growth

Market
Overview

●○○○
○

●○○○
○

●●●●
○

●●●○
○

●●●●
●

PitchBook: Rebounding biotech funding ($10B+
H1 2026) to drive CDMO growth, especially for
complex modalities.

●●●●○ High ●●●○○ Med-High ●●○○○ Med ●○○○○ Low | Yellow highlight = featured article
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Three Questions That Demand Your Decision This Week

❶ Is your mRNA platform competitive for next-gen vaccines?
With FDA approval of an mRNA flu vaccine (#08) and new platforms promising enhanced stability/efficiency
(#06, #03), is your R&D; pipeline keeping pace? Evaluate if current mRNA investments are sufficient to avoid
obsolescence.

❷ How exposed is your supply chain to CDMO shifts?
Major M&A; and capital investments in the CDMO market, like Samsung's acquisition of PolyPeptide (#11),
signal a shift towards complex modalities. Assess if your current CDMO partnerships can support future pipeline
needs, especially for ADCs and peptides.

❸ Are you underestimating Asian biopharma innovation?
Chinese-origin radiopharmaceuticals and bispecific antibodies are gaining FDA Breakthrough Therapy
Designations and attracting major Western pharma acquisitions (#09, #10). What is your strategy for
monitoring and responding to this rising competitive threat?

Opportunities vs. Threats for US/European Companies

Opportunity vs. Threat Matrix for US/European Companies

Opp. > Threat Both High

Low Impact Threat > Opp.

←
 O

pp
or

tu
ni

ty
 →

← Threat →

FDAApp

CELMoD ChinaIP

CDMO M&ANextGenRNA

siRNAAI/ADC

Market

Item Quadrant ↑ Opportunity ↓ Threat

● FDAApp Critical New markets Competitor wins

● CELMoD Critical New MOA Platform shift

● ChinaIP Critical Partnering Rising rivals

● CDMO M&A; Critical Capacity gain Supply chain risk

● NextGenRNA Opp. Platform dev Lagging tech

● siRNA Opp. Gene silencing Missed opp

● AI/ADC Opp. R&D; efficiency AI adoption lag
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● Market Ref. Market insights Funding shifts
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Deep Dive ① ― Key FDA Approvals: mRNA, Oncolytic Virus
#08 | 2026/08/19 | Drugs.com | Tech Novelty●●●●○ Proximity●●●●● Market Impact●●●●● Data
Reliability●●●●● US/EU Relevance●●●●●

Multiple significant FDA approvals in August 2026 highlight advancements across rare disease, oncology, and
preventive medicine. Notably, Novo Nordisk's Pasatru for FOP, a Tudriqev/nivolumab combination for
melanoma, and the mFLUSIVA mRNA influenza vaccine.

The mFLUSIVA mRNA vaccine leverages proven COVID-19 mRNA technology for seasonal flu, promising
faster manufacturing and adaptability to evolving strains. The Tudriqev combination uses an oncolytic virus
to enhance nivolumab's immune checkpoint blockade for advanced melanoma.

▶ Strategic Analyst's Perspective

These approvals are highly realistic, representing the culmination of extensive clinical trials.
Technical barriers for these specific drugs are largely overcome, as evidenced by FDA
clearance. [Opportunity] US/EU companies can leverage the validation of mRNA technology for
broader vaccine applications and explore oncolytic virus synergies in oncology. [Threat]
Competitors must rapidly assess the impact of these new market entrants, particularly the
mRNA flu vaccine, which could disrupt traditional vaccine markets. [Next Actions] [R&D;]
Evaluate mRNA platform for non-COVID applications by Q4 2026. [Business Dev] Assess
competitive landscape for FOP and melanoma treatments by end of Q3 2026.

Deep Dive ② ― BMS's Zenbexus: First CELMoD Approval
#01 | 2026/08/13 | U.S. Food and Drug Administration (FDA) | Tech Novelty●●●●○ Proximity●●●●● Market
Impact●●●●○ Data Reliability●●●●● US/EU Relevance●●●●●

Bristol Myers Squibb's Zenbexus (iberdomide), a novel CELMoD, received accelerated FDA approval for
relapsed/refractory multiple myeloma. This is the first FDA-approved CELMoD therapy for MM, used in
combination with daratumumab, hyaluronidase-fihj, and dexamethasone.

Zenbexus selectively modulates cereblon, degrading proteins crucial for myeloma cell survival. This targeted
protein degradation (TPD) mechanism offers a new way to overcome drug resistance, providing a significant
advancement for patients who have failed prior treatments.

▶ Strategic Analyst's Perspective

The approval is highly credible, backed by FDA's rigorous process and clinical trial data. The
technical barrier of demonstrating efficacy and safety for a novel TPD mechanism has been
successfully navigated. [Opportunity] US/EU pharma should aggressively invest in and acquire
TPD platforms, as this approval validates the class. [Threat] Companies with existing multiple
myeloma drugs must re-evaluate their market position against this novel mechanism,
especially for relapsed/refractory patients. [Next Actions] [R&D;] Initiate a review of internal
TPD pipeline and external acquisition targets by Q4 2026. [Strategy] Conduct competitive
analysis on multiple myeloma market impact of Zenbexus by end of Q3 2026.
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Deep Dive ③ ― Johns Hopkins' Next-Gen mRNA Platform
#06 | 2026/08/20 | Johns Hopkins Medicine | Tech Novelty●●●●○ Proximity●●○○○ Market Impact●●●●○ Data
Reliability●●●●○ US/EU Relevance●●●●●

Johns Hopkins scientists developed an experimental synthetic mRNA platform promising faster, more efficient
next-gen therapeutics for infectious diseases, cancer, and autoimmune disorders. Validated in human and
mouse cells, it aims to enhance mRNA stability and delivery.

The platform incorporates refined mRNA sequence design, modified nucleosides, and optimized delivery
vectors. These innovations lead to longer functional mRNA lifespan and higher protein production, potentially
allowing lower doses and less frequent administration.

▶ Strategic Analyst's Perspective

The findings are promising but represent early-stage research; commercialization is 3-5 years
away. Technical barriers include scaling production, ensuring long-term
safety/immunogenicity, and developing specific delivery systems for diverse applications.
[Opportunity] US/EU biotech and pharma should monitor this platform closely for licensing or
collaboration, as it could set new standards for mRNA efficacy. [Threat] Companies relying on
current mRNA platforms risk obsolescence if they do not invest in next-generation
improvements. [Next Actions] [R&D;] Establish a dedicated task force to track advanced mRNA
delivery and stability platforms by Q4 2026. [Business Dev] Identify potential academic/startup
partners in next-gen mRNA by Q1 2027.

Other Notable Articles
Silence Therapeutics' siRNA Therapeutic Divesiran Achieves 88% Response Rate in Phase II Trial for Rare Blood Cancer Polycythemia Vera
(BioXconomy)
Tech Novelty●●●●○ Proximity●●●○○ Market Impact●●●○○

Strong Phase II data for siRNA in rare blood cancer validates gene-silencing approach; watch for Phase III
progression.

FDA Grants Breakthrough Therapy and Fast Track Designations to Norroy Bioscience's 68Ga-NYM096 for Clear Cell Renal Cell Carcinoma PET Imaging,
First Chinese-Origin Radiopharmaceutical to Receive BTD (Targeted Oncology)
Tech Novelty●●●●○ Proximity●●●○○ Market Impact●●●○○

First Chinese radiopharm BTD signals rising Asian competition in precision diagnostics; monitor clinical
progress closely.

Keymed Biosciences' BCMA x CD3 Bispecific Antibody CM336 Advances to Phase II for Relapsed/Refractory Light Chain Amyloidosis, Secures $257M
from Gilead's Acquisition of Partner (BioSpace)
Tech Novelty●●●●○ Proximity●●●○○ Market Impact●●●○○

Chinese bispecific antibody success and Gilead acquisition highlight global potential and competitive pressure
in oncology.

DCAT Report: 2026 CDMO Market Sees Major M&A; and Capital Investments, with Samsung Biologics to Acquire PolyPeptide Group for $1.8 Billion
(DCAT Value Chain Insights)
Tech Novelty●○○○○ Proximity●●●●● Market Impact●●●●○

Major CDMO M&A; and investments reshape biopharma manufacturing landscape, particularly for peptides
and complex modalities.

Daiichi Sankyo Leverages AI-Driven Biomarker Discovery with Tempus to Strengthen ADC Clinical Strategy (BioPharm International)
Tech Novelty●●●○○ Proximity●●●○○ Market Impact●●●○○



Drug Delivery/DDS Weekly Intelligence Report | 2026-08-22 | Page 7

AI integration into ADC development is critical for precision patient selection and R&D; efficiency; a
must-adopt strategy.
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Recommended Actions This Week

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

▍Immediate (this week)
• [Procurement] Review current CDMO contracts for peptide and complex modalities (ADC, mRNA,
cell/gene therapy) to identify potential supply chain risks or opportunities from recent M&A; (#11).

• [Business Dev] Initiate competitive intelligence scan on newly approved drugs, especially the mRNA
flu vaccine and CELMoD (#08, #01), to understand immediate market shifts.

▍Short-term (1 month)
• [R&D;] Assess internal mRNA platform capabilities against Johns Hopkins' synthetic mRNA
advancements and Nagoya/Fujifilm's cirRNA LNP (#06, #03) to identify R&D; gaps.

• [Strategy] Evaluate the impact of rising Chinese biopharma innovation (e.g., Norroy, Keymed BTDs,
Gilead deal) on pipeline strategy and potential partnership models (#09, #10).

• [Executive] Mandate a cross-functional review of AI integration into drug discovery and clinical
development, benchmarking against Daiichi Sankyo/Tempus (#04).

▍Medium-long term (quarter+)
• [R&D;] Develop a roadmap for next-generation drug delivery systems, including polymer conjugation
(Serina's POZ) and exosome-based therapies, for challenging targets like CNS (#07, #05).

• [Legal/IP] Conduct a comprehensive IP landscape analysis for advanced mRNA, TPD, and bispecific
antibodies to identify white spaces and potential infringement risks.

• [Strategy] Formulate a long-term CDMO strategy that accounts for specialization in complex
modalities and global capacity shifts, including potential M&A; targets or divestitures (#11, #14).

troy-technical.jp/en | Original curation. Article copyrights belong to respective authors. | Gemini API + Claude | 2026-08-22
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#01 FDA Grants Accelerated Approval to BMS's
Zenbexus for Multiple Myeloma in Combination with
Daratumumab

OVERVIEW

The U.S. FDA has granted accelerated approval to Bristol Myers Squibb's (BMS)

Zenbexus (iberdomide), a novel CELMoD (cereblon E3 ligase modulator), for the

treatment of multiple myeloma. This approval applies to patients who have received

at least one prior line of therapy, including a proteasome inhibitor and an
immunomodulatory agent, when Zenbexus is used in combination with

daratumumab, hyaluronidase-fihj, and dexamethasone. The decision is based on

compelling efficacy data from the pivotal EXCALIBER-RRMM trial, offering a new

therapeutic option for this relapsed/refractory patient population.

Published August 13, 2026  U.S. Food and Drug Administration (FDA)  USA



IN DEPTH

Key Findings

Bristol Myers Squibb (BMS) has secured accelerated approval from the U.S. Food and
Drug Administration (FDA) for its novel cereblon E3 ligase modulator (CELMoD)
Zenbexus (iberdomide) for the treatment of multiple myeloma. This marks Zenbexus as
the first FDA-approved CELMoD therapy for multiple myeloma, specifically for adults
with multiple myeloma who have received at least one prior line of therapy including a
proteasome inhibitor and an immunomodulatory agent, when used in combination with
daratumumab, hyaluronidase-fihj, and dexamethasone.

Technical/Clinical Details

Zenbexus operates by selectively modulating cereblon, leading to the degradation of
specific proteins crucial for multiple myeloma cell survival and proliferation. The
accelerated approval is supported by data from the ongoing Phase 2 EXCALIBER-RRMM
trial, which demonstrated a favorable overall response rate (ORR) and a manageable
safety profile in patients treated with Zenbexus in combination with daratumumab and
dexamethasone. This combination therapy offers a novel mechanism of action that
addresses current therapeutic limitations, particularly for patients who have become
resistant to previous treatments. CELMoDs represent a significant advancement in
targeted protein degradation, providing a new class of agents that can reprogram cell
function to combat cancer.

Background & Context

Multiple myeloma is an incurable hematological malignancy characterized by the
uncontrolled proliferation of plasma cells, necessitating continuous development of new
treatment modalities, especially for patients experiencing relapse or refractoriness to
conventional therapies. The approval of Zenbexus underscores BMS's leadership and
commitment to advancing targeted protein degradation, a burgeoning field in oncology.
This strategy not only expands treatment options but also holds the potential to
overcome drug resistance mechanisms that plague current therapies. The FDA's
accelerated approval pathway is designed to expedite the availability of drugs that
demonstrate the potential to provide significant therapeutic benefit over existing
treatments for serious conditions.



Strategic Significance & Outlook

The accelerated approval of Zenbexus is a landmark achievement for multiple myeloma
patients, offering a new beacon of hope, particularly for those whose disease has
progressed despite prior treatments. This approval validates BMS's robust CELMoD
platform and its potential beyond this initial indication. Future prospects include the
completion of the EXCALIBER-RRMM trial, which will provide confirmatory data, and
further investigations into Zenbexus’s utility in earlier lines of therapy or in combination
with other agents. This innovative therapy is poised to significantly impact the treatment
landscape of multiple myeloma, potentially improving long-term outcomes and quality
of life for a broad patient population.

Source: https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-

approval-iberdomide-daratumumab-and-hyaluronidase-fihj-and-dexamethasone

Collected: August 21, 2026 | Automated Research System (Gemini API)

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-iberdomide-daratumumab-and-hyaluronidase-fihj-and-dexamethasone
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-iberdomide-daratumumab-and-hyaluronidase-fihj-and-dexamethasone


#02 Silence Therapeutics' siRNA Therapeutic Divesiran
Achieves 88% Response Rate in Phase II Trial for Rare
Blood Cancer Polycythemia Vera

OVERVIEW

Silence Therapeutics announced positive interim Phase II results from its SANRECO

trial for divesiran, an siRNA therapeutic targeting polycythemia vera (PV), a rare blood

cancer. The trial successfully met its primary endpoint, demonstrating an 88%

response rate in the divesiran arm compared to placebo. Divesiran functions by
silencing the TMPRSS6 gene, showing promising efficacy in long-term disease

management and addressing the underlying pathology of PV.

Published August 21, 2026  BioXconomy  UK



IN DEPTH

Key Findings

Silence Therapeutics has reported highly encouraging interim results from its Phase II
SANRECO clinical trial for divesiran, an investigational siRNA (small interfering RNA)
therapeutic designed to treat polycythemia vera (PV), a rare chronic blood cancer. The
trial successfully met its primary endpoint, with an impressive 88% response rate
observed in patients receiving divesiran, significantly outperforming the placebo arm.
This outcome underscores the substantial potential of divesiran as a novel and effective
treatment option for PV.

Technical/Clinical Details

Divesiran is specifically engineered to silence the gene encoding for transmembrane
protease, serine 6 (TMPRSS6). TMPRSS6 plays a critical role in regulating iron availability
and erythropoiesis, the process of red blood cell production. By inhibiting the expression
of this gene, divesiran effectively reduces the overproduction of red blood cells, which is
the hallmark pathology of PV. The SANRECO trial's interim data not only highlights the
high response rate but also indicates a favorable safety profile, with no serious adverse
events reported that were attributable to the drug. This targeted genetic approach
promises to provide more effective disease control, potentially reducing the need for
phlebotomy and improving quality of life for patients by mitigating symptoms such as
splenomegaly and reducing thrombotic events.

Background & Context

Polycythemia vera is a myeloproliferative neoplasm characterized by an overproduction
of red blood cells in the bone marrow, leading to increased blood viscosity, which
elevates the risk of blood clots, strokes, and heart attacks. Current treatments, including
phlebotomy and cytoreductive agents like hydroxyurea, are often associated with side
effects and may not fully address the underlying mechanisms of the disease or prevent
long-term complications. The emergence of siRNA therapeutics, which precisely interfere
with gene expression, represents a paradigm shift in treating diseases at their genetic
root. Silence Therapeutics is a leader in this field, leveraging its expertise to develop
targeted therapies that can offer significant advantages over conventional treatments for
unmet medical needs like PV.



Strategic Significance & Outlook

The successful Phase II results for divesiran are a crucial step forward for patients
suffering from PV and for Silence Therapeutics. These promising findings are expected to
accelerate the drug's progression into Phase III clinical trials, bringing it closer to market
availability. If approved, divesiran could revolutionize PV treatment, offering a highly
effective, well-tolerated, and potentially disease-modifying therapy. Furthermore, this
success strengthens the credibility of siRNA technology, potentially paving the way for
the development of similar gene-silencing therapies for other rare hematological cancers
and genetic disorders, positioning Silence Therapeutics at the forefront of this innovative
therapeutic modality.

Source: https://www.bioxconomy.com/modalities/silence-therapeutics-progresses-rare-blood-cancer-

sirna-with-positive-trial-results

Collected: August 21, 2026 | Automated Research System (Gemini API)

https://www.bioxconomy.com/modalities/silence-therapeutics-progresses-rare-blood-cancer-sirna-with-positive-trial-results
https://www.bioxconomy.com/modalities/silence-therapeutics-progresses-rare-blood-cancer-sirna-with-positive-trial-results


#03 Nagoya University and Fujifilm Jointly Develop
Novel LNP Delivery System for Enhanced Cyclic RNA
Therapeutics

OVERVIEW

Researchers from Nagoya University and Fujifilm have jointly developed a novel lipid

nanoparticle (LNP) delivery system designed for efficient and stable intracellular

delivery of circular RNA (cirRNA), a promising next-generation mRNA therapeutic.

This LNP system significantly enhances cirRNA stability and sustained gene
expression, marking a breakthrough that could accelerate the development of cancer

vaccines and GLP-1 obesity therapeutics. This innovation holds substantial

implications for expanding the efficacy and application scope of mRNA-based

therapies.

Published August 19, 2026  EurekAlert!  Japan



IN DEPTH

Key Findings

A collaborative research team from Nagoya University and Fujifilm has successfully
developed an innovative lipid nanoparticle (LNP) delivery system for circular RNA
(cirRNA). This new LNP technology is engineered to facilitate highly efficient and stable
intracellular delivery of cirRNA, a cutting-edge modality in next-generation mRNA
therapeutics. The breakthrough aims to significantly enhance the stability and prolonged
gene expression capabilities of cirRNA, paving the way for more potent and durable
therapeutic interventions.

Technical/Clinical Details

The newly developed LNP delivery system incorporates a unique lipid composition and
structural design to optimize both the cellular uptake and endosomal escape of cirRNA.
Unlike linear mRNA, cirRNA possesses a covalently closed loop structure that makes it
inherently more resistant to nuclease degradation, leading to a significantly longer half-
life in vivo. This novel LNP formulation further capitalizes on these intrinsic advantages,
ensuring that the cirRNA remains functional within cells for an extended period. This
sustained expression profile is critical for therapeutic applications requiring prolonged
protein production, such as long-acting GLP-1-based obesity treatments and advanced
cancer vaccines that encode tumor antigens. The improved stability and expression
duration are expected to reduce dosing frequency and enhance overall therapeutic
efficacy.

Background & Context

The global pandemic underscored the transformative potential of mRNA vaccines and
therapeutics, demonstrating their rapid development capabilities and clinical
effectiveness. However, challenges persist with linear mRNA, including its inherent
instability and the transient nature of protein expression. Circular RNA, with its superior
stability and potential for extended expression, has emerged as a compelling solution to
these limitations, driving intense research and development worldwide. The
collaboration between Nagoya University, a leading academic institution, and Fujifilm, a
company with deep expertise in advanced materials and pharmaceutical formulation,
exemplifies a synergy that can accelerate innovation and strengthen Japan's competitive
position in the global biopharmaceutical landscape.



Strategic Significance & Outlook

The development of this novel LNP delivery system represents a crucial advancement
towards the clinical realization of cirRNA-based therapeutics. Future efforts will focus on
further optimizing the technology and rigorously validating its efficacy and safety in
preclinical and ultimately clinical settings. This platform holds immense promise for a
wide range of therapeutic areas, including oncology, infectious diseases, autoimmune
disorders, and regenerative medicine, particularly where sustained and potent
therapeutic protein expression is desired. By combining cutting-edge scientific discovery
with advanced manufacturing and formulation expertise, this collaboration is poised to
contribute significantly to the development of next-generation medicines and elevate
Japan's role in pioneering novel biopharmaceutical solutions.

Source: https://www.eurekalert.org/news-releases/1139304

Collected: August 21, 2026 | Automated Research System (Gemini API)

https://www.eurekalert.org/news-releases/1139304


#04 Daiichi Sankyo Leverages AI-Driven Biomarker
Discovery with Tempus to Strengthen ADC Clinical
Strategy

OVERVIEW

Daiichi Sankyo has announced a new partnership with AI-driven precision medicine

company Tempus to enhance its antibody-drug conjugate (ADC) clinical strategy. This

collaboration aims to improve patient selection for ADCs through AI-powered

biomarker discovery, advancing precision strategies within the highly competitive
oncology pipeline. Integrating AI directly into ADC development is expected to

maximize therapeutic efficacy and accelerate development efficiency, reflecting a

broader industry shift.

Published August 13, 2026  BioPharm International  Japan



IN DEPTH

Key Findings

Daiichi Sankyo, a leader in the oncology field, has announced a new strategic
collaboration with Tempus, an artificial intelligence (AI)-driven precision medicine
company. This partnership aims to strengthen Daiichi Sankyo's antibody-drug conjugate
(ADC) clinical strategy by leveraging AI-powered biomarker discovery to refine patient
selection and advance precision medicine approaches within its highly competitive
oncology pipeline.

Technical/Clinical Details

The collaboration will capitalize on Tempus's comprehensive real-world data (RWD)
platform and advanced AI algorithms. Tempus specializes in integrating and analyzing
vast datasets, including patient genomic, clinical, and imaging data, to identify
biomarkers that predict a higher likelihood of response to specific ADC therapies. This
capability will enable Daiichi Sankyo to more accurately identify optimal patient
populations during clinical trials, thereby maximizing therapeutic outcomes. AI excels at
recognizing complex biological patterns and uncovering subtle biomarkers that human
analysts might overlook. This approach is anticipated to increase the success rate of
clinical development programs and contribute significantly to the progress of
personalized medicine.

Background & Context

Antibody-drug conjugates (ADCs) represent an innovative class of therapeutics that
combine the specificity of antibodies with the potency of cytotoxic drugs, allowing for
targeted delivery to cancer cells. While several ADCs have achieved regulatory approval
and demonstrated success in oncology, the importance of patient stratification for
optimal treatment has grown significantly. AI is considered a key enabler for achieving
more sophisticated patient stratification. Biomarker identification is crucial for delivering
the right therapy to the right patient, optimizing treatment efficacy, and minimizing
unnecessary side effects. Daiichi Sankyo has established itself as a leader in the ADC
space with the success of Enhertu (trastuzumab deruxtecan), and this partnership with
Tempus further solidifies that leadership.



Strategic Significance & Outlook

The Daiichi Sankyo and Tempus collaboration reflects a critical industry trend: the
integration of AI into ADC clinical strategy. Insights gained from this partnership are
expected to accelerate the development of Daiichi Sankyo’s current and future ADC
pipeline and serve as a model for other pharmaceutical companies regarding the
effectiveness of AI-driven biomarker discovery. Ultimately, this initiative aims to ensure
that more patients receive precise ADC therapies tailored to their specific disease
characteristics, significantly contributing to improved prognoses in cancer treatment.
This partnership embodies the pursuit of new possibilities unlocked by the convergence
of AI and biopharmaceuticals.

Source: https://www.biopharminternational.com/view/daiichi-sankyo-leverages-ai-to-strengthen-adc-

clinical-strategy
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#05 Unicorn Bioscience Report: Exosome Therapy
Market Valued at $58.1 Billion Despite No FDA
Approvals, 240 Clinical Trials Underway

OVERVIEW

This article provides an overview of a market research report published by Unicorn

Bioscience. As of 2026, the global therapeutic exosome market is valued at $58.1

billion, a paradoxical valuation given the absence of any FDA-approved exosome

therapy products. Approximately 240 clinical trials are registered, with about 50 of
these being interventional trials aimed at drug development. Exosomes demonstrate

the ability to cross the blood-brain barrier, indicating significant potential as

therapeutics for neurodegenerative diseases.

Published August 19, 2026  Unicorn Bioscience  Unknown



IN DEPTH

Key Findings

This article provides an overview of a market research report published by Unicorn
Bioscience. The therapeutic exosome market is experiencing a paradoxical boom: despite
no FDA-approved exosome products as of 2026, the global market is valued at an
impressive $58.1 billion. This valuation reflects the industry's strong anticipation of
exosomes' therapeutic potential, driven by ongoing research and a robust clinical
pipeline. Approximately 240 exosome-related clinical trials are registered worldwide, with
about 50 specifically focusing on interventional drug development for various diseases.

Technical/Clinical Details

Exosomes, which are nanoscale extracellular vesicles, are naturally released by cells and
contain a diverse cargo of proteins, lipids, and nucleic acids. Their unique biological
properties allow them to mediate intercellular communication and influence
physiological and pathological processes. A key discovery highlighted in the report is
their inherent ability to cross the blood-brain barrier (BBB). This characteristic is
particularly significant for neurodegenerative diseases such as Alzheimer's and
Parkinson's, where the BBB poses a major obstacle for drug delivery. Exosomes could
serve as novel, natural delivery vehicles for therapeutic agents to the central nervous
system, bypassing these limitations and offering a new avenue for treating previously
intractable conditions.

Background & Context

The exosome field has rapidly evolved from a niche area of cell biology into a promising
frontier for regenerative medicine and drug delivery. The high market valuation without
regulatory approvals underscores a speculative yet deeply confident investment
landscape, fueled by compelling preclinical data and the rapid expansion of clinical
investigations. This scenario is common in nascent but high-potential fields where the
scientific promise precedes commercialization. The sheer number of clinical trials
indicates a concerted global effort to translate exosome research into tangible clinical
benefits, addressing a wide range of unmet medical needs.



Strategic Significance & Outlook

The burgeoning exosome market, despite its current lack of FDA-approved products,
signals a strong belief in its future therapeutic impact. The ability of exosomes to cross
the blood-brain barrier positions them as potential game-changers for
neurodegenerative disorders, a market with immense unmet need. As more clinical trials
progress, the industry will gain clearer insights into their safety and efficacy profiles.
Regulatory bodies are adapting to these new modalities, and the first approvals could
trigger an even more rapid acceleration in market growth and investment. Unicorn
Bioscience's report suggests that while hype exists, the underlying scientific promise and
ongoing research efforts are substantial enough to warrant the high market valuation,
setting the stage for significant advancements in the coming decade.

Source: https://unicornbioscience.com/exosome-therapy-research-2026/
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#06 Johns Hopkins Medicine Unveils Synthetic mRNA
Platform for Faster, More Efficient Next-Gen
Therapeutics

OVERVIEW

Scientists at Johns Hopkins Medicine have announced the development of an

experimental synthetic mRNA-based platform that holds the potential to deliver next-

generation mRNA therapeutics for infectious diseases, cancer, and autoimmune

disorders more rapidly and efficiently than current industry standards. Demonstrated
in human and mouse cell experiments, this platform represents a significant

breakthrough poised to substantially enhance the performance of mRNA-based

treatments. The technology promises accelerated development cycles and superior

therapeutic efficacy across a broad spectrum of diseases.

Published August 20, 2026  Johns Hopkins Medicine  USA



IN DEPTH

Key Findings

A team of scientists at Johns Hopkins Medicine has unveiled an innovative experimental
synthetic mRNA-based platform, demonstrating its potential to deliver next-generation
mRNA therapeutics with significantly improved speed and efficiency compared to
current industry benchmarks. This advanced platform targets a wide array of conditions,
including infectious diseases, cancer, and autoimmune disorders, and its superior
performance has been validated in initial experiments using both human and mouse
cells.

Technical/Clinical Details

The newly developed synthetic mRNA platform incorporates multiple enhancements
designed to optimize mRNA stability, translational efficiency, and intracellular delivery.
Specifically, it involves refined mRNA sequence design, the incorporation of modified
nucleosides, and optimized delivery vectors. These modifications enable the mRNA
molecules to function longer within cells and produce higher quantities of the desired
therapeutic proteins. This breakthrough suggests the possibility of achieving equivalent
or superior therapeutic effects with lower doses or fewer administrations compared to
conventional mRNA technologies. Preliminary in vitro and in vivo studies have indicated
that this platform can substantially increase target protein production and extend its
duration of expression, directly impacting the longevity of mRNA vaccine efficacy and
reducing the dosing frequency for therapeutic mRNAs. This represents a crucial
advancement in overcoming current limitations of mRNA technology.

Background & Context

Since the COVID-19 pandemic, mRNA technology has solidified its critical importance in
medical research and public health. However, unlocking the full potential of mRNA
therapeutics necessitates continuous improvements in production efficiency, stability,
and delivery systems. The research from Johns Hopkins Medicine is at the forefront of
fundamental investigations in this field, proposing a novel approach to elevate the
performance of next-generation mRNA therapeutics. This work highlights how
foundational scientific discoveries can translate into clinical applications, potentially
transforming treatment paradigms for various diseases by addressing their core
molecular mechanisms.



Strategic Significance & Outlook

This innovative synthetic mRNA platform holds immense potential to address diverse
medical needs, from developing new vaccines against infectious agents to personalized
cancer immunotherapies and inducing remission in autoimmune diseases. The promise
of faster and more efficient delivery will likely shorten drug development cycles,
enhancing the ability to respond to urgent health crises. Researchers at Johns Hopkins
plan to further develop this platform, validating its efficacy and safety through rigorous
preclinical and subsequent clinical trials. This technology is poised to establish new
standards in the design and manufacturing of future mRNA therapeutics, playing a
pivotal role in accelerating the delivery of groundbreaking treatments to patients
worldwide and driving the next wave of precision medicine.

Source: https://www.hopkinsmedicine.org/news/newsroom/news-releases/2026/08/experimental-

synthetic-mrna-platform-may-lead-to-faster-more-effective-therapeutics-for-infectious-disease-cancer
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#07 Serina Therapeutics Highlights POZ Platform's
Potential to Enhance Efficacy and Safety of Small
Molecule, RNA, and ADC Therapies

OVERVIEW

Serina Therapeutics announced its Q2 2026 financial and business updates,

emphasizing the advancement of its wholly-owned pipeline for neurological and

other indications, powered by its proprietary POZ Platform™. This platform offers the

potential to improve the integrated efficacy and safety profiles across multiple
modalities, including small molecules, RNA-based therapeutics, and antibody-drug

conjugates (ADCs). The technology aims to optimize pharmacokinetic and

pharmacodynamic properties of drugs, thereby improving patient outcomes.

Published August 14, 2026  BioSpace  USA



IN DEPTH

Key Findings

Serina Therapeutics released its financial results and business updates for the second
quarter ended June 30, 2026. The company highlighted the progress of its wholly-owned
pipeline of drug candidates targeting neurological and other indications. Central to this
advancement is their proprietary POZ Platform™, which is emphasized for its potential to
improve the integrated efficacy and safety profiles across diverse therapeutic modalities,
including small molecules, RNA-based therapeutics, and antibody-drug conjugates
(ADCs).

Technical/Clinical Details

Serina Therapeutics' POZ Platform™ is built upon poly(2-oxazoline) (POZ)-based polymer
technology, which chemically conjugates to drug molecules to optimize their
pharmacokinetic (PK) and pharmacodynamic (PD) properties. This platform is designed
to enhance drug solubility, stability, systemic circulation half-life, and in vivo distribution.
Specifically, the POZ polymer can prevent rapid renal clearance of drugs and reduce
uptake by the reticuloendothelial system, potentially increasing drug accumulation at
target sites and boosting therapeutic efficacy. This approach is particularly promising for
drugs that cause systemic toxicity due to high exposure or require frequent dosing due
to short half-lives. The POZ Platform™ is versatile, adaptable to various drug classes—
from small molecules to RNA-based therapies (e.g., siRNAs, ASOs) and ADCs—allowing
for customized optimization tailored to each modality's specific characteristics.

Background & Context

In pharmaceutical development, balancing the efficacy and safety of therapeutic agents
is a perpetual central challenge. Many promising compounds fail in clinical development
due to suboptimal PK/PD properties or unfavorable safety profiles. While biologics and
novel modalities (RNA, ADCs) offer high specificity, they often face challenges such as in
vivo instability and delivery hurdles. Serina's POZ Platform™ is positioned as an
innovative drug delivery system (DDS) technology designed to address these critical
issues. Polymer conjugation technologies play a vital role in maximizing the potential of
existing drugs and expanding the possibilities for new drug classes, offering a
sophisticated method to overcome inherent limitations.



Strategic Significance & Outlook

Beyond advancing its proprietary pipeline, Serina Therapeutics aims to broaden the
application of its POZ Platform™ through strategic partnerships with pharmaceutical
companies. If the POZ Platform™ demonstrates its ability to improve the performance of
a wide range of drugs, from small molecules to complex biologics, the company will
establish itself as a leading provider of DDS technology. This technology holds particular
promise for areas with significant drug delivery challenges, such as neurological
disorders, and for chronic conditions requiring high safety and sustained efficacy. Future
clinical trial results will be key to unlocking the widespread commercialization potential
of the POZ Platform™ and delivering transformative solutions to patients globally.

Source: https://www.biospace.com/press-releases/serina-therapeutics-reports-second-quarter-2026-

financial-results-and-provides-business-updates
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#08 FDA Approves Novo Nordisk's Pasatru for FOP,
Accelerates Approval for Tudriqev Combination in
Melanoma, and Greenlights mFLUSIVA mRNA Flu
Vaccine

OVERVIEW

In August 2026, the FDA approved several key new drugs. Novo Nordisk's Pasatru

(garetosmab-grts) gained approval for adults with Fibrodysplasia Ossificans

Progressiva (FOP). An accelerated approval was granted for the combination of

Tudriqev (vusolimogene oderparepvec-wtpg) and nivolumab for unresectable

advanced cutaneous melanoma, offering a new immunotherapeutic option.

Furthermore, the mFLUSIVA mRNA influenza vaccine received approval for seasonal

flu prevention, broadening the application of mRNA technology.

Published August 19, 2026  Drugs.com  USA



IN DEPTH

Key Findings

In August 2026, the U.S. Food and Drug Administration (FDA) announced approvals for
several significant new drugs and vaccines, encompassing rare disease therapeutics,
innovative immunotherapies, and mRNA technology. Notably, Novo Nordisk's Pasatru
(garetosmab-grts) was approved for adults with Fibrodysplasia Ossificans Progressiva
(FOP), while a combination of Tudriqev (vusolimogene oderparepvec-wtpg) and
nivolumab received accelerated approval for unresectable advanced cutaneous
melanoma. Additionally, the mFLUSIVA mRNA influenza vaccine was approved for the
prevention of seasonal influenza.

Technical/Clinical Details

Pasatru (garetosmab-grts): Fibrodysplasia Ossificans Progressiva (FOP) is a rare,
progressive genetic disorder where muscles and connective tissues gradually ossify,
severely restricting mobility. The approval of Pasatru offers a groundbreaking
therapeutic approach aimed at slowing the progression of FOP, addressing a high
unmet medical need in this devastating condition. While specific mechanisms of
action and detailed clinical trial data are pending further release, this approval marks
a crucial step for FOP patients who previously had no approved treatment options.

Tudriqev (vusolimogene oderparepvec-wtpg) + Nivolumab Combination
Therapy: This combination for unresectable advanced cutaneous melanoma pairs
Tudriqev, a genetically modified herpes simplex virus-based oncolytic virus, with the
immune checkpoint inhibitor nivolumab. The oncolytic virus selectively infects and
lyses cancer cells, simultaneously stimulating an immune response that enhances the
effects of nivolumab's checkpoint blockade. This accelerated approval provides a
powerful new treatment option for patients with advanced melanoma, promising
improved response rates and delayed disease progression.

mFLUSIVA mRNA Influenza Vaccine: mFLUSIVA has been approved as an mRNA
vaccine for the prevention of seasonal influenza. Leveraging the mRNA technology
proven effective in COVID-19 vaccines, mFLUSIVA promises more rapid manufacturing
capabilities and enhanced adaptability against circulating viral strains. This approval
heralds a new era in influenza vaccine development and production, potentially
offering superior protection and quicker responses to evolving threats.



Background & Context

These approvals reflect continuous progress across key innovation areas within the
biopharmaceutical industry: rare diseases, cancer immunotherapy, and preventive
medicine. The development of therapies for conditions like FOP is critical for patient
populations with limited options, indicating advances in personalized medicine. New
combination immunotherapies for melanoma signify ongoing efforts to overcome the
recalcitrance of difficult-to-treat cancers, pushing beyond the limits of existing
treatments. The application of mRNA technology to influenza vaccines demonstrates
how lessons learned from pandemic responses are being effectively translated to
address other significant public health challenges.

Strategic Significance & Outlook

The approvals of these new drugs and vaccines are poised to significantly impact their
respective disease areas. FOP patients will gain access to a potential first-in-class therapy
that could slow disease progression. Melanoma patients will benefit from a new, potent
option that enhances existing immunotherapy, leading to potentially better outcomes.
The mFLUSIVA mRNA influenza vaccine not only offers a new tool for seasonal
prevention but also strengthens preparedness for future influenza pandemics, while
accelerating the development of mRNA vaccines for other infectious diseases. These
advancements collectively promise substantial improvements in patient quality of life
and public health worldwide.

Source: https://www.drugs.com/newdrugs.html
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#09 FDA Grants Breakthrough Therapy and Fast Track
Designations to Norroy Bioscience's 68Ga-NYM096 for
Clear Cell Renal Cell Carcinoma PET Imaging, First
Chinese-Origin Radiopharmaceutical to Receive BTD

OVERVIEW

The U.S. FDA has granted Breakthrough Therapy Designation (BTD) and Fast Track

Designation (FTD) to Norroy Bioscience's investigational PET imaging agent, 68Ga-

NYM096, for detecting clear cell renal cell carcinoma (ccRCC). This designation is

based on its potential to offer clinically significant advantages over existing diagnostic

methods. Notably, this is the first FDA Breakthrough Therapy Designation for a

radiopharmaceutical of Chinese origin. Preliminary clinical data presented at the 2026

AACR Annual Meeting demonstrated high sensitivity, specificity, and accuracy for

68Ga-NYM096.

Published August 20, 2026  Targeted Oncology  USA



IN DEPTH

Key Findings

The U.S. Food and Drug Administration (FDA) has awarded both Breakthrough Therapy
Designation (BTD) and Fast Track Designation (FTD) to 68Ga-NYM096, an investigational
PET imaging agent developed by Norroy Bioscience for the detection of clear cell renal
cell carcinoma (ccRCC). These designations are based on the promising potential of
68Ga-NYM096 to offer substantial clinical advantages over current diagnostic
approaches for ccRCC.

Technical/Clinical Details

68Ga-NYM096 is a radiopharmaceutical imaging agent specifically designed to target
Carbonic Anhydrase IX (CAIX), a protein highly expressed in ccRCC cells. By utilizing
gallium-68 (68Ga) as a radioisotope, it enables high-resolution and quantitative imaging
via PET scans. Preliminary clinical data, presented at the 2026 American Association for
Cancer Research (AACR) Annual Meeting, demonstrated that this agent exhibits superior
sensitivity, specificity, and accuracy compared to conventional imaging modalities like CT
and MRI in diagnosing and staging ccRCC. Its potential superiority is particularly noted in
detecting micrometastases and assessing residual disease after treatment. The conferral
of BTD and FTD signifies the FDA's recognition of 68Ga-NYM096's potential to address
significant unmet medical needs in the diagnosis and management of ccRCC.

Background & Context

Clear cell renal cell carcinoma (ccRCC) is the most prevalent form of kidney cancer, where
early detection and precise staging are crucial for guiding treatment strategies and
predicting patient outcomes. However, current imaging techniques have limitations, and
there is a pressing need for more sensitive and specific tools, especially for detecting
small lesions and metastases. The BTD and FTD for 68Ga-NYM096 underscore the
accelerating innovation in the radiopharmaceutical sector and contribute to the
advancement of precision medicine. Furthermore, its distinction as the first FDA
Breakthrough Therapy Designation for a radiopharmaceutical of Chinese origin
highlights the growing international competitiveness and research prowess emanating
from Asia in biopharmaceutical development.



Strategic Significance & Outlook

With both Breakthrough Therapy and Fast Track Designations, the FDA's review process
for 68Ga-NYM096 is expected to be significantly expedited, potentially allowing ccRCC
patients earlier access to this innovative diagnostic tool. Norroy Bioscience will likely
accelerate its clinical development program in close collaboration with regulatory
authorities, aiming for eventual market approval. This technology is anticipated to
become a vital instrument in standardizing ccRCC diagnostic protocols and supporting
the selection of personalized treatment strategies, ultimately improving patient
outcomes. Moreover, its potential application in other CAIX-positive tumors may also be
explored, broadening its impact beyond ccRCC.

Source: https://www.targetedonc.com/view/fda-grants-breakthrough-therapy-fast-track-status-to-68ga-

nym096-in-ccrcc
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#10 Keymed Biosciences' BCMA x CD3 Bispecific
Antibody CM336 Advances to Phase II for
Relapsed/Refractory Light Chain Amyloidosis, Secures
$257M from Gilead's Acquisition of Partner

OVERVIEW

Keymed Biosciences announced its H1 2026 results and business updates, reporting

that its BCMA x CD3 bispecific antibody, CM336, is progressing in a Phase II clinical

trial for relapsed/refractory light chain amyloidosis and was granted Breakthrough

Therapy Designation in May 2026. Furthermore, Ouro Medicines, CM336's partner,

was acquired by Gilead Sciences for an upfront payment of $257 million, entitling

Keymed to potential milestone payments up to $70 million. The international multi-

center Phase I/II trial for the CD20 x CD3 bispecific antibody CM355 is also underway.

Published August 21, 2026  BioSpace  China



IN DEPTH

Key Findings

Keymed Biosciences reported its financial results and business updates for the first half
of 2026, highlighting significant progress for its BCMA x CD3 bispecific antibody, CM336,
which is advancing in a Phase II clinical trial for relapsed/refractory light chain
amyloidosis. CM336 received Breakthrough Therapy Designation (BTD) in May 2026,
recognizing its therapeutic potential. Additionally, Ouro Medicines, Keymed's partner for
CM336, was acquired by Gilead Sciences, resulting in Keymed receiving an upfront
payment of $257 million and eligibility for up to approximately $70 million in milestone
payments. The company also confirmed ongoing international multi-center Phase I/II
clinical trials for its CD20 x CD3 bispecific antibody, CM355/PRO-203.

Technical/Clinical Details

CM336 (BCMA x CD3 Bispecific Antibody): This antibody is being developed to treat
light chain amyloidosis (AL amyloidosis), a rare blood disorder characterized by the
abnormal deposition of immunoglobulin light chains. There is a critical need for new
treatment options for patients whose disease is refractory to existing therapies. CM336
targets both B-cell maturation antigen (BCMA), expressed on multiple myeloma cells and
plasma cells responsible for light chain production, and CD3 on T cells, redirecting T cells
to eliminate the abnormal cells. The ongoing Phase II trial, coupled with the early BTD,
signifies high expectations for its clinical superiority. The acquisition of Ouro Medicines
by Gilead reflects strong validation of CM336's technology and global potential.

CM355/PRO-203 (CD20 x CD3 Bispecific Antibody): This bispecific antibody is
currently in an international multi-center Phase I/II clinical trial for patients with systemic
sclerosis (SSc). The first patient was dosed in June 2026. CM355 targets CD20 on B cells
and CD3 on T cells, functioning as an immunotherapy to modulate B-cell activity, which
is implicated in the pathogenesis of autoimmune diseases like SSc. The aim is to improve
the clinical manifestations of SSc by controlling aberrant B-cell activation.



Background & Context

Keymed Biosciences is a clinical-stage Chinese biotechnology company dedicated to
developing innovative bispecific antibodies and other biologics. The company focuses on
areas with high unmet medical needs, such as rare diseases like light chain amyloidosis
and challenging autoimmune conditions like systemic sclerosis. The attainment of BTD
and the acquisition of a partner company by a major pharmaceutical firm validate
Keymed's technological platform and pipeline value, indicating the increasing global
prominence of Chinese biopharmaceutical innovation.

Strategic Significance & Outlook

The successful progression of CM336 in its Phase II trial holds the potential to transform
the treatment landscape for light chain amyloidosis. Through the partnership with
Gilead, the development of CM336 is expected to accelerate, leading to broader patient
access. The clinical development of CM355 is also progressing well, potentially offering a
new therapeutic option for patients with systemic sclerosis. Keymed Biosciences is
anticipated to continue leveraging its bispecific antibody platform to create innovative
therapies across diverse disease areas, solidifying its position in the global
biopharmaceutical market and bringing much-needed treatments to patients worldwide.

Source: https://www.biospace.com/press-releases/keymed-biosciences-announces-2026-h1-results-and-
business-updates
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#11 DCAT Report: 2026 CDMO Market Sees Major M&A
and Capital Investments, with Samsung Biologics to
Acquire PolyPeptide Group for $1.8 Billion

OVERVIEW

According to a DCAT Value Chain Insights report, the 2026 CDMO market is

witnessing a surge in peptide-based drug development, accompanied by significant

M&A and capital investments. Samsung Biologics plans to acquire peptide API

specialist PolyPeptide Group for $1.8 billion, expanding its capabilities beyond
antibodies and ADCs. Concurrently, major Western CDMOs like BSP Pharmaceuticals

(200 million euros) and Vetter Pharma International (approximately 480 million euros)

are announcing substantial manufacturing capacity enhancements.

Published August 13, 2026  DCAT Value Chain Insights  USA



IN DEPTH

Key Findings

A report from DCAT Value Chain Insights highlights that the Contract Development and
Manufacturing Organization (CDMO) market in 2026 is characterized by a continued
surge in peptide-based drug development, accompanied by significant mergers and
acquisitions (M&A) and substantial investments in manufacturing capacity. Notably,
Samsung Biologics' planned acquisition of PolyPeptide Group, a specialist in peptide
active pharmaceutical ingredients (APIs), for $1.8 billion, marks a major strategic
realignment within the CDMO industry.

Technical/Clinical Details

Key developments in the CDMO sector for 2026 include:

Samsung Biologics Acquires PolyPeptide Group ($1.8 billion): In a strategic move
to expand its API manufacturing capabilities beyond monoclonal antibodies and
antibody-drug conjugates (ADCs), Samsung Biologics is set to acquire PolyPeptide
Group, a leading peptide CDMO, for $1.8 billion. This acquisition will solidify Samsung
Biologics' position as an integrated CDMO capable of supporting a wider array of
therapeutic modalities.

BSP Pharmaceuticals Expands Manufacturing Capacity (€200 million): Italy-based
BSP Pharmaceuticals is investing €200 million to enhance its manufacturing capacity.
This strategic move aims to meet the increasing demand for oncology and other
highly potent pharmaceutical manufacturing.

Vetter Pharma International Builds New Facility (approx. €480 million):
Germany's Vetter Pharma International is constructing a new facility with an
investment of approximately €480 million to strengthen its aseptic fill-and-finish
services. This addresses the global demand for advanced drug delivery systems and
sterile manufacturing of biologics.

Evonik Boosts API Manufacturing Capacity ($100 million in the US): Evonik is
investing $100 million at its Tippecanoe Labs site in Indiana, USA, to enhance its API
manufacturing capabilities, specifically targeting the growing demand for complex
high-potency APIs (HPAPIs).



Grand River Aseptic Manufacturing (GRAM) Increases Sterile Injectable Capacity
($100 million): US-based GRAM is investing $100 million to expand its sterile
injectable manufacturing capacity. This initiative is aimed at accelerating the market
entry of biologics and complex sterile formulations.

Background & Context

The CDMO market continues its rapid growth, driven by the increasing complexity of
biopharmaceutical development, the emergence of diverse therapeutic modalities, and
the deepening outsourcing strategies of pharmaceutical companies. Peptide-based
drugs, with their therapeutic potential and relatively shorter development timelines, have
gained significant attention recently. These acquisitions and large-scale capital
investments clearly indicate CDMOs' efforts to capture demand in this growing market
and establish a competitive advantage. The ability to cater to novel modalities such as
mRNA, cell and gene therapies, ADCs, and radiopharmaceuticals is becoming a key
differentiator for CDMOs.

Strategic Significance & Outlook

These major investments and strategic maneuvers within the CDMO industry are
expected to continue. Samsung Biologics' acquisition of PolyPeptide Group signifies the
emergence of a new mega-CDMO in the peptide drug sector, potentially reshaping the
industry landscape. Capacity expansions by leading European and American CDMOs will
contribute to strengthening global supply chains and accelerating innovation. This will
enable pharmaceutical companies to develop and manufacture new drugs more
efficiently and rapidly, ultimately leading to greater patient access to innovative
therapies.

Source: https://www.dcatvci.org/features/cdmo-cmo-the-key-moves-in-2026/
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#12 K-38 Consulting Report: Biotech VC Funding
Rebounds to Over $9.1 Billion in H1 2026, While Early-
Stage Investment Hits Pre-Pandemic Low

OVERVIEW

This article presents an overview of a market research report by K-38 Consulting. The

report indicates that biotech venture capital funding in the first half of 2026 exceeded

$9.1 billion, reaching its highest level since 2022. However, this rebound is primarily

driven by late-stage mega-rounds and M&A activities, with early-stage (seed and
Series A) funding falling to pre-pandemic levels. Companies with AI-driven drug

discovery platforms and strong clinical Proof-of-Concept data continue to attract

investor interest.

Published August 18, 2026  WBOC (Press Release)  USA



IN DEPTH

Key Findings

This article provides an overview of a market research report published by K-38
Consulting. The report analyzes global biotech venture capital (VC) funding trends
during the first half of 2026, highlighting a paradoxical recovery in overall funding while
early-stage startups face significant challenges in securing investment. This dynamic
reflects a cautious yet opportunistic investment climate within the life sciences sector.

Technical/Clinical Details

The report details several key findings:

Total biotech VC funding in the first half of 2026 surpassed $9.1 billion, marking the
highest level of investment since 2022. This rebound signals a renewed confidence
among investors in the broader biotech industry, particularly in advanced-stage
companies.

However, this overall funding recovery is predominantly propelled by large, late-stage
mega-rounds and increased M&A activities. A notable example is Isomorphic Labs'
$2.1 billion Series B funding from Alphabet, which significantly skews the aggregate
figures.

In stark contrast, early-stage funding rounds, specifically Seed and Series A, have
plummeted to levels not seen since before the pandemic (pre-2020). This trend
indicates that investors are increasingly concentrating capital in more mature, de-
risked companies with clearer paths to market, suggesting a higher bar for nascent
startups.

Investor interest remains strong in companies featuring AI-driven drug discovery
platforms, those with pipelines showing regulatory alignment, and firms that can
present robust clinical Proof-of-Concept (POC) data. These specific areas continue to
attract substantial capital, underscoring the shift towards data-driven and clinically
validated ventures.



Issuing Company Details

K-38 Consulting is a strategic consulting firm specializing in the life sciences and
biotechnology industries. It offers a wide range of services, including market trend
analysis, fundraising strategies, and business development support to its clients
worldwide.

Source: https://www.wboc.com/online_features/press_releases/biotech-funding-rebounds-overall-in-

2026-but-early-stage-startups-face-the-longest-runways-in/article_b2f1013c-4602-53d5-afb6-
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#13 Biotech VC Funding Reaches $20.1 Billion in H1
2026 as Companies Secure Significant Capital for Early
Development Stages

OVERVIEW

In the first half of 2026, biotech VC funding totaled $20.1 billion, with several

companies completing major financing rounds. Vaderis Therapeutics secured $152

million in Series B for a Phase III trial in Hereditary Hemorrhagic Telangiectasia, and

Epicrispr Biotechnologies raised $90 million in Series C to advance its gene therapy
candidate. Additionally, Abcuro obtained $66 million in Series D for its autoimmune

monoclonal antibody ulviprubart, InduPro secured $77 million in Series B for its lead

cancer candidate IDP-001 Phase I trial, Expedition Therapeutics raised $115 million in

Series B for its DPP1 inhibitor EXPD-101 Phase II development, and Infinimmune

closed a $75 million Series A for its atopic dermatitis antibody candidates.
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IN DEPTH

Key Findings

The first half of 2026 witnessed a robust period for biotech venture capital (VC) funding,
with total investments reaching an impressive $20.1 billion. Several biotechnology
companies successfully closed substantial funding rounds, ranging from tens to
hundreds of millions of dollars, aimed at accelerating the development of their
innovative drug candidates across various therapeutic areas.

Technical/Clinical Details

Key funding rounds announced during this period include:

Vaderis Therapeutics: Completed a $152 million Series B funding round to finance a
Phase III trial for its therapeutic candidate targeting Hereditary Hemorrhagic
Telangiectasia (HHT). HHT is a genetic disorder characterized by vascular
malformations, and Vaderis's candidate is poised to offer a new treatment option.

Epicrispr Biotechnologies: Raised $90 million in Series C funding to advance its gene
therapy candidate, EPI-321, into pivotal trials. The company is also focused on
progressing its pipeline of epigenetic medicines, accelerating the development of
therapies based on gene expression control.

Infinimmune: Secured $75 million in Series A funding to move two antibody
candidates for atopic dermatitis into clinical stages, aiming to develop novel
biological therapies for this chronic inflammatory skin condition.

InduPro: Closed a $77 million Series B round to advance its lead cancer candidate,
IDP-001, into Phase I clinical trials. InduPro's technology focuses on developing new
immunotherapies for cancer.

Abcuro: Raised $66 million in Series D funding to support new clinical trials for
ulviprubart, a monoclonal antibody designed for autoimmune diseases. Ulviprubart
aims to improve autoimmune conditions by targeting specific immune cells.

Expedition Therapeutics: Obtained $115 million in Series B funding to progress its
lead DPP1 inhibitor, EXPD-101, into Phase II development. DPP1 inhibitors hold
promise for treating certain inflammatory and genetic disorders.



Background & Context

While late-stage mega-rounds dominated the overall biotech funding landscape in H1
2026, early and mid-stage startups in high-interest areas such as AI drug discovery, gene
therapy, autoimmune diseases, and oncology are also consistently securing significant
capital. This trend indicates sustained investor confidence in companies with innovative
scientific concepts and strong preclinical/early clinical data. Investment is particularly
active in areas with high unmet medical needs, including rare and intractable diseases.

Strategic Significance & Outlook

These funding rounds are critical for significantly accelerating the pipeline development
of the respective companies, marking crucial steps toward advancing clinical trials and
bringing new drugs to market. The potential for new therapies to reach patients is
heightened, particularly in gene therapy, precision medicine, autoimmune diseases, and
cancer immunotherapy. Continued investor support is essential for fostering the overall
innovation cycle within the biotechnology industry and shaping the future of healthcare.
The focus will now be on how these companies utilize their newfound capital to achieve
their next key milestones and demonstrate clinical efficacy.

Source: https://www.biobucks.co/biotech-vc-funding-tracker-2026
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#14 PitchBook Analysis: Rebounding Biotech Funding
Expected to Drive CDMO Growth in 2026, Focus on
Complex Modalities

OVERVIEW

This article provides an overview of a PitchBook analysis report. According to

PitchBook, biotech venture capital funding in the first half of 2026 surpassed $10

billion, driven significantly by Isomorphic Labs' $2.1 billion Series B round. This

funding rebound and the expansion of AI-driven early-stage drug discovery pipelines
are projected to increase demand for biopharma services, particularly Contract

Development and Manufacturing Organizations (CDMOs). CDMOs are expected to

lead this service demand recovery by focusing on complex modalities like cell and

gene therapies, antibody-drug conjugates (ADCs), and radiopharmaceuticals.
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IN DEPTH

Key Findings

This article provides an overview of an analysis report from PitchBook. According to
PitchBook's analysis, the rebound in biotech venture capital funding during the first half
of 2026 is poised to stimulate significant growth within the Contract Development and
Manufacturing Organization (CDMO) market. This positive outlook is largely driven by a
renewed investor confidence and an expanding pipeline of AI-driven early-stage drug
discovery projects, signaling a robust future for biopharma services.

Technical/Clinical Details

The report highlights several key findings:

Biotech venture capital funding in the first half of 2026 exceeded $10 billion,
indicating a broad market recovery. This impressive figure was notably propelled by
the $2.1 billion Series B funding secured by Isomorphic Labs, an Alphabet subsidiary,
which underscores the substantial investment in AI-driven drug discovery.

The simultaneous rebound in biotech funding and the expansion of AI-driven early-
stage drug discovery pipelines are directly predicted to translate into increased
demand for biopharma services, especially CDMOs. As early-stage companies secure
more capital, their R&D activities intensify, escalating the need for outsourced
manufacturing and development expertise.

CDMOs are anticipated to spearhead this recovery in service demand by strategically
focusing on more complex and specialized modalities. These include cell and gene
therapies, antibody-drug conjugates (ADCs), and radiopharmaceuticals. These novel
modalities require advanced manufacturing technologies, specialized facilities, and
deep regulatory knowledge, thereby expanding opportunities for CDMOs to offer
their unique expertise.

This trend signifies an evolution of the CDMO market from mere contract
manufacturers to strategic partners integral to the development and
commercialization of innovative therapeutic solutions.



Issuing Company Details

PitchBook is a financial data and software company that provides comprehensive data,
research, and technology covering the private markets, including venture capital, private
equity, and M&A. Its market trend analyses are an indispensable resource for investors
and corporate strategists.

Source: https://www.biospace.com/business/rebounding-biotech-funds-expected-to-spur-cdmo-growth-

within-year

Collected: August 21, 2026 | Automated Research System (Gemini API)

https://www.biospace.com/business/rebounding-biotech-funds-expected-to-spur-cdmo-growth-within-year
https://www.biospace.com/business/rebounding-biotech-funds-expected-to-spur-cdmo-growth-within-year

