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The ARDAT consortium is a collaboration between
academia, industry, small/medium enterprises
and European Federation of Pharmaceutical
Industries and Associations (EFPIA) members
whose aim is to develop and provide tools that
will advance knowledge in the field of ATMPs and
so accelerate the development of new treatments
for rare diseases.

As part of ARDAT, Asphalion has worked with
partners to evaluate current regulatory requirements
for immunogenicity assessment and the use of
immunomodulation relevant for the harmonised
global development of Gene Therapy Medicinal
Products (GTMPs), as featured in a recent article
from Cell Reports Medicine entitled “Current
regulatory requirements for assessment of
immunogenicity for gene therapy medicinal
products”
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Highlights of the article include:

Recommendations for future regulatory
guidance on evaluation of

immunogenicity and immunomodulation
of ATMPs

Review of pre-existing and
treatment-induced immunity

to GTMPs
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