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Scope of the presentation:

Å Novel Biopharmaceuticals

Å Reasons for the Regulatory Challenges

Å Case Studies

Å High risk medicinal products

Å Biosimilar monoclonal antibodies

Å ATMPs

Å Minimising the Regulatory Uncertainty

Å Scientific Advice

Å Innovations Task Force

Navigating Uncertainty
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Broadly covers:

Å ATMPS (Somatic Cell therapies, Gene therapies and 
Tissue Engineered Products)

Å Nanomedicines

Å Biosimilar monoclonal antibodies

Å High risk medicinal products

Å Novel expression systems

Å Novel targeting systems

Å Novel routines of administration and delivery systems

Emerging Biopharmaceuticals
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Reasons for the Regulatory Challenges

Å Rapidly moving scientific field

Å Availability of experience commercially and by the Competent 
Authorities

Å Availability of legislation in some cases

Å Acceptability of new testing methods

Å Availability of experts in the network

Å Adequacy of existing guidelines (u = concept paper)
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High Risk Medicinal 
Products
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TGN 1412
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ÅRecombinant humanised 
monoclonal antibody that 
specifically targeted CD28

ÅDeveloped as a medicine to 
treat leukaemia / RA

Å In terms of structure and 
manufacture, TGN1412 not 
unusual in any way

TGN1412

CD28
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Å CD28 co-stimulatory receptor expressed on the cell 
surface of CD4+ and CD8+ T cells

Å Simultaneous triggering of the T cell antigen receptor 
(TCR) by antigen and of CD28 by its physiological 
membrane-bound ligands B7-1 (CD80) or B7-2 (CD86).

Å CD28 promotes development of helper T cells

Å TGN1412 bypasses the requirement for TCR signalling 
and activates human T cells irrespective of their TCR 
specificity

CD28TCR

T Lymphocyte

The Role of CD28 in the Immune 
System


