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Cell-based therapies

• Cell-based medicinal products have the potential to address some of today’s 

unmet medical needs

• These products are currently regulated under the medicinal products framework 

in the EU

• The Regulation on Advanced Therapy Medicinal Products (ATMPs) has 

supported the successful development of innovative medicinal products

• EMA strategy core recommendations: “ATMP development”

• For the field to deliver on expectations, it is essential to adhere to the 

principles that have permitted the advancement of medicine
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Unregulated medicinal products

2



Classified as public by the European Medicines Agency 

Challlenges for cell-based therapies

• Patients are still being offered unproven and/or unauthorised cell-based 

therapies which are presented as curative for a broad range of conditions such as 

autism, cerebral palsy, muscular dystrophy and vision loss

• While this has been traditionally associated with so-called ‘stem cell tourism’ in 

countries lacking robust regulatory frameworks, the EU has not been spared 

• Role of the Hospital Exemption Scheme for initial product development

• Significant impact of any change in cell therapy regulations at a European level
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X-cell centre
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Stem cell clinics - US

Unregulated cell products5



Classified as public by the European Medicines Agency 

Stem cell clinics – Europe
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Desperate patients must pay 
tens of thousands of zlotys for 
stem cell therapies, although 
there is no evidence that they 
are effective. And the Ministry 
of Health pretends that there 
is no problem.

"Polityka" 
investigation: 
Deceptive stem 
cell therapies
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Stem cell product classification

Unregulated cell products7 CAT minutes Oct 2019

The CAT has been confronted with an increasing number of applications for scientific 
recommendation on classification for cell-based products to treat a variety of conditions 
but for which neither a plausible mechanism of action nor any other scientific 
evidence on the safety and efficacy has been presented. 
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Stem cell products
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Future therapies

• Rapidly evolving technology in the fields of gene and cell therapy brings exciting 

new opportunities for treating and ultimately curing a range of diseases

• Circumvention of the marketing and clinical trial authorisation procedures makes it 

difficult to understand and document the safety and efficacy profile of these 

treatments

• This can discredit the entire field and put properly conducted medical research at 

risk, thereby depriving future patients of the possibility of access to truly curative 

products.

• In order to protect public health in the EU and to support the development of these 

promising treatments, the field of cell-based therapies needs rigorous scientific 

control and evidence-based regulatory oversight.
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CAT Public statement 2020
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