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Abstract

Advanced therapy medicinal products are human medical therapies based on genes,
cells, or tissues, and because of their characteristics, they offer new innovative
opportunities for the treatment of diseases and injuries, especially disease treatment
opportunities for diseases beyond the reach of traditional approaches. These therapies
are at the forefront of innovation and have historically been very controversial,
although in the last decade they have gained prominence while the number of new
advanced therapies has increased every year. In this regard, despite the controversy

they may generate, they are expected to dominate the market in the coming decades.
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UK Vaunts "New Era' In Drug Approvals :: Pink Sheet

https://pink pharmaintelligence.informa.com/P5... -

Jan 04, 2021 - The innovation passport incorporates “broad and inclusive concepts of innovation and
patient need” and encompasses a wide range of types of medicine, including advanced therapy
medicinal products {ATMPs), orphan drugs and repurposed medicines.
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PoF ABPI response to European Commission consultation on ...

ec europa.eu/ /advtherapies/ /07 _pc_atmp_ 2013 pdf

advanced therapy medicinal products (ATMP) regulation 13942007 {the ATMP regulation). General
points For Europe to stay ahead in the development of ATMP's it will be important to ensure a well
networked community, including academia, industry, requlators and manufacturers working together in
pursuit of commaon objectives.
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https://digitalcommons.chapman edu/cgifviewcontent.

Innovation and competition in advanced therapy medicinal products Enrique Seocane-Vazquez1,
Waishali Shukla2 & Rosa Rodriguez-Monguio3 EMBC Mol Med (2019)e9992 A dvanced therapy
medicinal products (ATMPs), including gene therapy, cell therapy, and tissue engineering products,
represent a paradigm shift in health care as they have great potential for
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https:/i'www researchgate.net/publication/331144080. ..

The introduction of advanced therapy medicinal products (ATMPs) to the global pharma market has
been revolutionizing the pharmaceutical industry and has opened new routes for treating various .

CAR-T cells: the narrow path between hope and bankruptcy ...
https:/fwww nature com/articles/bmt2017241

Through the publication of the 2007 regulation on advanced therapy medicinal products 11 Europe
had designed a regulatory framework for this new category of medicinal products (CAR-T cells will __.
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ec.europa.eu/.../advtherapies/.../07_pc_atmp_2013.pdf

advanced therapy medicinal products (ATMP) regulation 1394/2007 (the ATMP regulation). General
points For Europe to stay ahead in the development of ATMPs it will be important to ensure a well
networked community, including academia, industry, requlators and manufacturers working together in
pursuit of common objectives.

Innovation and competition in advanced therapy medicinal ...

https://www.embopress.org/doi/full/10.15252/emmm.201809992

Feb 15,2019 - Advanced therapy medicinal products (ATMPs), including gene therapy, cell therapy, and
tissue engineering products, represent a paradigm shift in health care as they have great potential for

preventing and treating many diseases (Food and Drug Administration (FDA), 2013).By way of example,
only 367 (8.0%) of the 4,603 rare diseases and conditions listed by the NIH Genetic and Rare Diseases ...
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PEOPLE ALSO ASK

What is personalized medicine? ot
How can we accelerate the adoption of personalized medicine? N
How are diagnostics used in personalized medicine treatment? N

How does personalized medicine help reduce health care costs? S
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advanced therapy medicinal producis (ATMP) regulation 1394/2007 (the ATMP regulation). General
points For Europe to stay ahead in the development of ATMPs it will be important to ensure a well...
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Feb 15, 2019 - Advanced therapy medicinal products (ATMPs), including gene therapy, cell therapy, and
tissue engineering products, represent a paradigm shift in health care as they have great potential for...
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Requlatory Focus, July issue: Cell and gene therapy | RAPS

https://www.raps.org/.../2020/8/regulatory-focus-july-issue-cell-and-gene-therapy ~
Aug 02, 2020 - In Regulation of advanced therapy medicinal products in the EU, Schmitt explains some of
the terminology relating to ATMPs before documenting the key EU regulations and guidances for each...

Requlatory requirements for clinical trial ... - Europe PMC

https://europepmc.org/abstract/MED/19940964 -
Jan 01, 2010 - Marketing Regulatory Oversight of Advanced Therapy Medicinal Products (ATMPs) in
Europe: The EMA/CAT Perspective. Salmikangas P, Schuessler-Lenz M, Ruiz 5, Celis P, Reischl I, Meneze...
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New chair for Europe’s key medicines committee - PMLIVE

www.pmlive.com/pharma_news/new_chair_for_europes... ~
The European Medicines Agency committee responsible for reviewing all innovative new medicines has a
new chair, Germany's Harald Enzmann. The Committee for Medicinal Products for Human Use (CHMP)...
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https://www.nature.com/articles/gt201765
Jul 24, 2017 - After two decades of focused development and some recent clinical successes, cell and
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