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Introduction
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 Advanced Therapies (AT):

Advanced therapy refers to new medical pﬁd*uc‘ 1
that use gene therapy, cell therm‘ sue ('

engineering. . / | |
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Challenges in Vet AT
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1. EU legislation is unclear vs. FDA -> Vet-AT
classified as Medicinal products (raltus et al, 2016)

2. Commercial use of Vet-AT non compliant with
the regulation without legislative prob ms N
(universities) £
https://www.fda.gov/Anim Veterlnary/Safeth /
eaIth/ProductSafetyInformilon/ucm52’5’365Qc |
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3. Lack of guidelines and/or regulation fO\{\Vé}Q .
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Regulatory Requirements

1. Centralized Procedure
— Human: Mandatory
— Vet: Optional scope?

2. Difficult classification:

— pharmaceutical product?‘ £\ /\\ (|
/‘,,.. -

— Imnunological product? /\/




Specific Issues for Cell-Based products
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* |dentity and purity: Lack of reagents for MUMS

e Tumorigenicity and genomic stability: theoretical
risk. Real risk NEVER reported

e Biodistribution and niche: challenging, |
oiodistribution trials, even more for large animals |

|
* Immune rejection and persiéence: |7 N
mmunoprivileged? Inmunotolerame? f N

 Potency test: Lack of reagents. De5|gn|ng a te‘
inked to the therapeutic effect is hard | .

* Pharmacokinetics: Complex Action I\.hamsm ,_"‘\
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How to act?
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* |nnovativ
applicants,

* ADVENT: |

answers for

Specific qud
Q Specific qu



Scientific Advice (I):

e Quality, Safety and Efficacy
Scientific Advice Timetable:

-60 -30

Information
submission

Presubmission
meeting
Invitation to Oral
explanation
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Scientific Advice (I1):
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 The best option for issues not yet solved by
ADVENT

* Great to ensure your creat|V|ty is'in Ilne.lth
CVMP’s opinion /

 The applicant raises a specif‘ question apﬁ getsa |
justified response / N

e The CVMP adopts a clear opmlon and réqu\n‘

« NON-VINCULANT but if you stand by it, itis . . @
usually respected . / )
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Problems to address in the near Future:
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* Need of guidelines
e Resolution of new ADVENT topics

e Blunt definition of Allogeneic Cell bas‘d &
products as medicines . I/'
e Legal implications and cor’equences /"

following law or regulation breakége / \ | '_\,
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