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Clinical Trials Directive 2001/20/EC
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Clinical Trials Directive
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Nationales
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Zeitpunkt der Einreichung / \ Workload & Ressourcen
Pflichten CA vs. EK Format und Sprache
Timelines
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Request for VHP

Before 5th
of each
Month

ectronic submission of request to VHP-C

circulates the TC agenda, along with electronic
copies of the P and synopsis to all NCAs,

Around the | Discussion of new request(s)
3rd (TC)

Thursday | |f MN-CT eligible for VHP,
Information of the applicant

monthly teleconference

Phase 2 | VHP Draft CTA assessment step

Day -7 Full electronic submission of the VHP dossier to the VHP-C
by the applicant via E-Mall
Acceptance to participate by Member States
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Tage A

1-3 Validierung
'

3-30 Begutachtung |
¢

30-40 Antwort des Antragstellers
t

40-50 Begutachtung Il
)

50(-60) Entscheidung

Vv
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AMG | ynd 20/ und | F2/BL D
EC (2003)

CTA

national

-MS oder +MS

20 Tage nach VHP Ende

Feedback!
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Neues Guidance Document fur Januar 2010!

Einschluss von
Amendments

AGES|

Verklrzung der
Antragsphase

Rapporteurs-
prinzip?
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Auswelten der
Kriterien

_Harmonisierte“
Zulassung?

______________
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Konsolidierung
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einheitliche
Reports?
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