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Centralizovana registrace LPMT

U LPMT — bud’ centralizovana registrace nebo
nemocnicni vyjimka (ne pro vsechny!) pro vsechny
staty EU

s, Stejna pravidla pro registraci jako pro jiné LP:

— rozhodnuti o registraci

— prukaz kvality, bezpecnosti a ucinnosti

— poregistracni vigilance
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Centralizovana registrace LPMT

>, Vlybor pro moderni terapie (CAT)

=, Mimo posuzovani zadosti o registraci 2 dalsi
procedury — LPMT certifikace a rozhodnuti
k zarazeni pripravku

>, Pobidky pro SME
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Ukoly CAT

s, Hodnoceni zadosti o registraci LPMT

, Certifikace

», Stanovisko k zarazeni

», Scientific Advice

*, Odborné zazemi pro COMP/PDCO/CHMP
s, Publikacni ¢innost

=, Komunikace s regulovanymi subjekty
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Hodnoceni zadosti o registraci

~, Pro LPMT vzdy centralizovana registrace
~ V gesci Clenského statu pouze nemocnicni vyjimka
210 dnu

— 2 nezavislé tymy (Rapp a Co-Rapp) pripravi stanovisko
pro CHMP, to pripravi stanovisko pro EK

- Odborné diskuse na pudé CAT
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Certifikace

s, Pouze pro SME

s, Pro kvalitu nebo preklinicka data

,90 dnu

», Zhodnoceni standardl vyvoje pred registraci
 V pripadé pozitivniho vystupu — certifikat EMA
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Klasifikace

s, Zdarma pro vSechny zadatele

», CAT rozhodne, zda je LP moderni terapii Ci nikoliv
=, 60 dnu

, Zverejnéni vysledkl na strankach EMA

%, SUKL respektuje rozhodnuti CAT
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4 June 2013
EMA/341778/2013
Patient Health Pratection

Scientific recommendation on classification of advanced
therapy medicinal products
Article 17 — Regulation (EC) Mo 1394/2007

Disclaimer: This document is 2 summary for public release of a sdentific recommendation on
classification of advanced therapy medicinal products, The original text adopted by the Cormmittes for
Advanced Therapies (CAT) has been redacted to delete commercizlly confidential information.

The pressnt scientific recommendation refers exclusively to the case as presented to the European
Medicines Agency (EMA) without prejudice to future evaluations by the Agency.

This scientific recommendation is not binding and is without prejudice to any dedsion taken by Member
State competent authorities on matters falling within their own remits.

Short description of the proposed active substance
Human autologous tumeur-infiltrating lymphocytes (TIL).
Brief description of the proposed finished product

More than one billion of human autoloegous tumour-infiltrating lymphocytes suspended in
4% human serum albumin.

Proposed indication

Treatment of Stage III melanoma with one invaded lymph node
EMA/CAT comment

Consideration of Article 1(2) of Directive 2001 /83/EC

-  The product consists of tumour-infiltrating lymphocytes which can be considered a
‘substance’ in the meaning of the pharmaceutical legislation {in accerdance with
article 1{3) of Directive 2001/83/EC), administered to humans with a wview of
restoring physiological functions by exerting an immunalogical action.
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-  According to Articde 1(2), the restoration, correction or meodification of the
physiclogical function is to be mediated by the substances that exert ™a
pharmacological, immunological or metabolic action™. As the product consists of
tumour-infilbrating  lymphocytes it can be agreed that the proeduct acks via
immuneclogical means.

- The product is presented as having properties for treating disease in human being. It
is intendad to be usad for treating patients with stage III melanoma with one invaded
lymph node, by exarting an anti-cancer immuneclogical action.

Fulfilment of Article 2(1) of Regufation (EC) No 1394/2007
- The product consists of viable human autologous tumour-infilbrating T cells.

- The product is expanded ex vivo from tumour tissue, which can be considered as a
substantial manipulation of the cells.

- The product is presented as acting via immunological means.

Based on the above considerations, it is considered that TILs falls within the definition of
somatic cell therapy as provided in Article 2{1}{a) of Regulation {EC} No 1394/2007,

EMA/CAT conclusion
On the basis that:

- The product consists of viable cells that have been subject to substantial manipulation (i.e.
expanded ex vivo from tumour tissue) so that biclogical characteristics, physiological
functions or structural properties relevant for the intended dinical use have been altered.

- Tha product is presented as having properties for treating a disease in human being
- The product is presented as acting via immunological means

The EMASCAT considers that the product falls within the definition of somatic cell therapy
medicinal product as provided in Article 2(1){a) of Regulation (EC) Mo 1394/2007.
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European
Medicines

Agency
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Web EMA

%, http://www.ema.europa.eu

», Regulatory - Human medicines - Advanced
Therapies

s, Odkaz na CAT

», Odkazy na guidelines

», Odkazy na zarazeni pripravku

S LN ]
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An agency of the European Unien

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
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Article 58 applications

Advanced-therapy medicinal products (ATMPs) are medicines for human use that are based
on gene therapy, somatic-cell therapy or tissue engineering. They offer groundbreaking new
opportunities for the treatment of disease and injury.

The regulatory framework for ATMPs is established in Regulation (EC) No 13%4/2007 g,
These pages provide information for applicants on:

b the classification of ATMP marketing-authorization applications;
b certification of the quality of ATMPs;
» non-clinical data submitted by small and medium-sized enterprises (SMEs) developing ATMPs.

Support to companies

The Innovation Task Force (ITF) provides a forum for informal dialogue between the European
Medicines Agency and companies or individuals in the early stages of the medicine development
process.

In addition, the Agency can provide support to companies through:

} the SME office;
b =cientific advice and protocol assistance;

} orphan designation.
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Related information

» Regulation (EC) No 1.394)’200?z|
} European Commission: advanced
therapies

»p Committee for Advanced Therapies
b Medicines and emerging science

b Stem cells

ﬂ Advanced-therapy medicinal
products and the CAT
(22/05/2013)

Contact point:

advancedtherapies @ema.eurcpa.su
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