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Aus Forschung wird Gesundheit



What is Translation?
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Sir Francis Bacon,
Meditationes Sacrae, 1597
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Background | Drug pipeline & bottlenecks

Historic US regulatory approvals by drug class
Despite the pandemic, the rate of drug approval looks remarkably
similar to previous years.
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https://www.researchgate.net/figure/Drug  -discovery-and-development -timeline -
The-current -drug-approval -pipeline -can-take-15_figl 308045230

Source: BioMedTracker, a service of Sagient Research (http:/www.
biomedtracker.com).
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Relevance | ATMPsand biotherapeutics

BIOTECHREFORT

Medizinische Biotechnologie
in Deutschland 2020
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Einrichtung eines Griindung einer Personal- Produktion: Aus- Zugang: SchlieBung
Deutschen Zentrums ~ ATMP-Taskforce aufstockung bildung von Fach- der Finanzierungs-
der Gesundheits- beim PEI personal, Kapazi- liicke im Kranken-

forschung fiir ATMP tatserweiterung, haus

Automatisierung

Ziel: Schaffung von
Infrastruktur und
Vernetzung
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Ziel: Harmonisierte
Anforderungen

der Landesiiber-
wachungsbehdrden

Ziel: Kiirzere
Bearbeitungszeiten

Schaffung innovationsfreundlicher Rahmenbedingungen
Ziel: Forderliches Kapital- und Forschungsokosystem sowie innovationsfreundliche Kultur

Ziel: Etablierung
Deutschlands als
ATMP-Produktions-
standort

Ziel: Sicherstellung
des friihzeitigen
Einsatzes von ATMP
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Relevance | Digital medicine

DIGITAL HEALTH

DIGITAL MEDICINE

DEFINITION  Digital health includes technologies,
platforms, and systems that engage

DIGITAL THERAPEUTICS

Digital ine includes evi based
and/or that
and/or intervene in the service of

health-related purposes; capture, store or
transmit health data; and/or support life
science and clinical operations.

CLINICAL Typically do not require clinical evidence.

REGULATORY  These products do not meet the reg!
OVERSIGHT  definition of a medical device® and do not
require regulatory oversight.

human health.'

Clinical evidence is required for all digital
medicine products.

| 1 hitps
2 hitps/fwww dixaliance.

org/dixproducts/
3 Itis important to check with local reguiatory

qui for y oversight vary.
Digital i that are

as medical devices require clearance or

Digi S deed
as a tool to develop other drugs, devices,
or medical products require regulatory
acceptance by the appropriate review
division.

the product is registered, or used in.

Digital therapeutic (DTx) p deliver
evidence-based therapeutic interventions to
prevent, manage, or treat a medical disorder
or disease.”

Clinical evidence and real world outcomes
are required for all DTx products.

DTx products must be reviewed and cleared
or certified by regulatory bodies as required
to support product claims of risk, efficacy,
and intended use.
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