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OBJECTIVE
Can Lu AG09222— an Investigational humanized monoclonal
antibody directed against the pituitary adenylate cyclase-
activating polypeptide (PACAP) ligand— inhibit the
PACAP-signaling cascade?

o PACAP38

Hypothesis: Pre-treatment with Lu AG09222 binds and
neutralizes exogenously administered PACAP38 and prevents
PACAP38-Induced vasodilatory responses and headache.

METHODS

25 healthy volunteers in a randomized, double-blind, parallel-
group, single-dose, placebo-controlled study.

Randonly allocated to three treatment sequences (1
experimental infusion visits:
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PRIMARY OUTCOME

‘Superficial temporal artery (STA) dilation after PACAP38

Area under the curve (AUC) of the change in STA diameter from
0to 120 minutes after start of infusion with PACAP38

RESULTS

In the participants who received Lu AG09222+PACAP38
Infusion, there was a significantly lower STA diameter (mean
(SE) [95% CI] AUC -35.4 (4.32) [-44.6, ~26.3] mm x min;
P<0.0001) compared to participants who received
placebo+PACAP38 infusion.

Secondary and explorative analysis revealed that Lu AG09222
inhibited PACAP38 infusion-induced facial blood flow, heart
rate, and mild headache.

Visit 1 PACAP38 Inusion
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CONCLUSION

Lu AG09222 inhibited PACAP38-induced cephalic
vasodilation and increases in heart rate and reduced
concomitant headache.
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