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(GPC) M5 @M G1 receptor-binding
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MEROXEZ 1% 14R8 - 52495448

NIH s

OBRA OBRA

DTRA BSL-2-4 Laboratories
BARDA Others

Bioshield

B 1. REICEFE 1A TORREKICHT IRV AERED-HDT L—L.
NIH: National Institute of Health, OBRA: Office of Biodefence Research Affaire, DTRA:
Defense Threat Reduction Agency, BARDA: Biomedical Advanced Research and
Development Authority, BSL: Biosafety Level.
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Pre-IND Meeting:

End-of-Phase 2 Meeting:
-Manufacturing -

-Phase 3 protocol(s) Pre-BLA Meetings:
-Lot Release

~Phase 1 & Phase 2 data -Clinical data
-Animal Safety & summary: Safety &
immunogenicity -Animal efficacy protocols & Efficacy data

data (if “animal rule ” used)
-Phase 1 protocol -Manufacturing, etc.

-Update on manufacturing &
lot rejease ~Qutline of BLA

1Phase1'-' Phase2 —L Phase3‘l‘ License
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= a ew Drug ation
BLA = Biologics License Application Risk Management
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