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Over the next two issues I will explore cell therapies in brief, including 
stand-alone cell therapies, to gene-modified cell therapies and finally 
in vivo/in situ cell therapy technologies. 

  

Cell Therapy Part I – Straight-up, non-gene modified cell products 
(Autologous and Allogeneic) 

  

Products having received a marketing authorization for at least one 
indication in at least one jurisdiction represent some of the earliest cell 
therapies invented and provide some insights into the dynamics of 
primary innovation in the space. 

 

 

 

 

 



 

 

 

Marketed oncology products are primarily found in North America and 
Europe (7/10, 70%) whereas marketed dermatology and 
ophthalmology products are primarily found outside of North America 
and Europe (11/14, 79%) with strong presence in Japan and South 
Korea (8/14, 57%). 

  

Not surprisingly, autologous cells which were used to pioneer much of 
the early cell therapy innovation landscape have produced a larger 
cohort of marketed products. 

 

 

 

 

 



As expected with such a high global CAGR, near average growth for 
some treatments is bounded by very much lower and much higher 
growth for others within a given modality type. 

  

Not surprisingly, autologous cells which were used to pioneer much of 
the early cell therapy innovation landscape have produced a larger 
cohort of marketed products. 

 

 

 

 

 

However, within the group of products having at least 1 withdrawal or 
discontinuation in at least 1 marketed jurisdiction allogeneic and 
autologous cells appear to track closely.  And again, not surprisingly, 
mesenchymal stem cells, an early cell therapy type, predominate 
across withdrawn/discontinued products irrespective of cell source. 

 

 



 

 

 

Indication and regulatory path have a significant impact on product 
uptake and growth, but sales of non-gene modified cell therapies 
remain weak across marketed products. 

 

 

 

 

 

A handful of active pre-registration products highlight continued focus 
on autologous cell sources and interest in oncology. 

 

 

 

 

 

Sumitomo has a pre-registration program in CNS (Parkinson’s disease) 
that is derived from induced pluripotent stem cells (iPSC’s).  While 



directed (de)differentiation of a cell source to a particular lineage can 
involve epigenetic modifications to cell sources as opposed to direct 
genetic modification both may be involved and will be covered in next 
month’s piece. 

  

Key issues for non-gene modified cell therapy success are time and 
cost for therapeutic preparation, product heterogeneity, patient access 
and efficacy.  Despite obvious benefits in immune compatibility, rapid 
scaling of highly homogenous autologous cell therapies has remained 
challenging and is driving early innovation in allogeneic cell therapies 
to address these key issues. 

 

 

 

 

 

The separation between non-gene modified allogeneic and autologous 
therapies at the preclinical stage may be even more significant given 
that a relatively large number of programs may not be disclosed for cell 
source/type, and allogeneic cell production, and allogenic cell therapy 
market growth is predicted to rise substantially, particularly in 
jurisdictions where cell therapy adoption is common.   

 

 



 

 

 

Historically North America and Europe are the largest markets for deal 
volume in the cell therapy space.  However, the Asia-Pacific region is 
the only region that exhibited deal growth on a year-on-year basis 
(2024-2025) in this space (with many Asia-Pacific deals providing rights 
in the bigger markets of North America and Europe). 

 

 

 

 

 

Since 2020 deal activity in non-gene modified autologous cell 
therapies has been very limited.  Three notable deals include the Novo 
Nordisk – Aspect Biosystems deal for bioprinted metabolic tissues 
($725M total, $75M upfront) and two deals by Lineage Cell 



Therapeutics with Roche and Immunomic Therapeutics for ophthalmic 
and oncology indications ($739M total, $52M upfront).  

 

 

 

 

 

Allogenic deal spaces were more active with some high value 
partnerships and some high value restructuring following limited 
efficacy and commercial impacts. 

 

 



 

 

 

To end, and before considering iPSC next month, I’ll leave you with a 
comparative value proposition for both autologous and allogenic cell 
therapies as we are likely to see more of both given the more mature 



stable autologous products in the pipeline, and the plethora of 
allogenic programs growing to address the autologous shortcomings. 

 

 

 

 

 

iPSC and in vivo cell therapy are going to shake this space up more in 
the coming years and we will get to that next time. 

 

 

 


