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FDA NEWS RELEASE

FDA Launches One-Day Inspectional Assessments
to Strengthen and Expand Oversight
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FDA Launches One-Day Inspectional Assessments to Strengthen and Expand Oversight
(26.05.06. / FDA 34 LH)

https://www.fda.gov/news-events/press-announcements/fda-launches-one-day-inspectional-assessment

s-strengthen-and-expand-oversight

FDA Launches Pilot for Single Day Drug Facility Screenings
(26.05.06. / Bloomberg Law / By Nyah Phengsitthy, Skye Witley)

https://news.bloomberglaw.com/health-law-and-business/fda-to-launch-pilot-for-single-day-domestic-f

oreign-inspections
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FDA NEWS RELEASE

FDA Approves First Non-Antipsychotic Drug to Treat Agitation Associated
with Dementia

« 2026 @7|= O|= 65A0]d Z=SH0[ X[DfZHAL
oF 7400td, 2060'F 1,380THEH O &

* JAMA Neurology, "¥=5}0|0 2HX}Q| 50~60%7F

OlAH Z=
S & (agitation) d&”

S d
o & S

ol x5 o X|of
S5 S K=H=z 52l
* X500 B2 Y 5

26.04.30. FDA, Axsome Therapeutics®| AuvelityS 2=5}0|HH

o

« N2H HHFE

o

3 & L 8

MSE | MO YXslo|niE XOf B ZE S4agitation)

g = dextromethorphan HBr + bupropion HCI
28 7| | NMDA =&KX Zg-A|0k-1 =8H 28 - MEHYEE =F
Hxg | AEO XY . AvteY




[0 AIARSE

S} el N Q12 9ISk Chemical Restraint 52480 82 &
sdo 2 3Kt 40| A kA 7|y
O =X

M

FDA Approves First Non-Antipsychotic

Drug to Treat Agitation Associated with Dementia
(26.04.30. / FDA 34 LH)

at-agitation-associated-dementia

https://www.fda.gov/news-events/press-announcements/fda-approves-first-non-antipsychotic-drug-tre

Pharma Look out Rexulti, Axsome's Auvelity has its nod for Alzheimer's agitation
(26.05.01. / Fierce Pharma / By Kevin Dunleavy)

https://www.fiercepharma.com/pharma/look-out-rexulti-here-comes-axsome-alzheimers-agitation-fda-
nod-auvelity
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FDA Launches Elsa 4.0,
Consolidates Data
Systems Into New
HALO Platform

BY KRISTEN SMITH - MAY 7. 2026 - 3 MINS READ
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FDA Expands Al Capabilities and Completes Data Platform Consolidation
(26.05.06. / FDA 34 )

https://www.fda.gov/news-events/press-announcements/fda-expands-ai-capabilities-and-completes-dat
a-platform-consolidation

FDA Launches Elsa 4.0, Consolidates Data Systems Into New HALO Platform
(26.05.07. / ExecutiveGOV / By Kristen Smith)

https://www.executivegov.com/articles/fda-ai-elsa-launch-halo-consolidation
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