EUROPEAN RESPIRATORY SOCIETY

@ ERS INTERNATIONAL CONGRESS 2023
MILAN Italy, 9-13 September

Low Systemic Exposure With Targeted Administration of AER-901 (Inhaled
Imatinib): Results of a Phase 1 Clinical Trial

G. Burgess (Deerfield, United States), D. Edgerton (Deerfield, United States), N. Wood (Princeton, United States),
M. Widmann (Deerfield, United States), J. Ziel (Deerfield, United States)

Background: Oral imatinib showed efficacy in pulmonary arterial hypertension but high oral doses were limited by
frequent adverse events (AEs). Targeted administration of low-dose AER-901 to the lungs may have similar
efficacy and animproved AE profile.

Aim: A randomized, double-blind, placebo-controlled, single- and multiple-ascending dose (SAD and MAD) phase
1 study evaluated safety, tolerability, and pharmacokinetics (PK) of AER-901 in healthy adults (NCT04903730).

Methods: The SAD (5-80 mg), MAD (10-40 mg daily x7 days), and PK of 40 mg AER-901 vs 100 mg oral imatinib
were evaluated.

Results: 84 participants were enrolled. Key AER-901 PK parameters are shown in Table. Peak plasma
concentrations occurred rapidly after single and multiple doses, with lower systemic exposure compared to oral
imatinib. There was no substantial accumulation after multiple doses. AEs were generally mild and consistent with
inhaled products; there were no treatment-related serious AEs.

Conclusions: Targeted administration of AER-901 to the lung was generally well tolerated and associated with low
systemic imatinib exposures. Evaluation of AER-901 in patients with pulmonary hypertension in phase 2 is
warranted.



SAD, Day 1
5mg 10 mg 20myg 40mg 30 mg
5.8 19.5 271 663 200.4
(ngfmL)® {1.8) (9.4} [8.6) [29.3) (105.5)
T {RF 0.5 Q0.5 0.5 0.5 0.5
(0.5-0,5) {0.5-0.6) {0.5-0.5) [0.5-2.0) {0,5-0.5)
AUC 255.0 243.4 777 22113
{h*rgdmLy 1144.8) §119.5) (381.2} {1082.2)
MAD, Day 7 (steady state]
10 mg 20mg A0 mg
Corac 25.0 355 1815
{ng/mL)* {143) {18.1) {101.1)
T (R 0.5 Q.5 0.6
{0.5-1.0) (0.5-1.0) [0.5-0.7)
AUC 2832 435.6 18979
fh*ngfml {1171} 185.2) (888.8)
‘Mean 150k "Median (range); "AU o, SAD; AUCHzq, MAD,

ERS
INTERNATIONAL CONGRESS



	Low Systemic Exposure With Targeted Administration of AER-901 (Inhaled Imatinib): Results of a Phase 1 Clinical Trial
	ERS INTERNATIONAL CONGRESS


