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Introduction: Peripheral needlestick procedures may cause significant pain and anxiety in children. Accordingly, 
a method for providing local anesthesia that is convenient, rapid-acting, and well-tolerated would benefit pediatric 
patients. ALGRX 3268 is a sterile, pre-filled, disposable, needle-free system that delivers lidocaine powder into 
the epidermis, producing local analgesia within 1–3 minutes. 
 
Methods: This was a prospective, single-dose, multicenter, randomized, double-blind, placebo-controlled study. 
After IRB approval and informed consent, pediatric patients (3–18 years) were randomly assigned to receive 
ALGRX 3268 (0.5 mg lidocaine/20 bar pressure; n=260) or placebo from an identically configured system 
(n=257) at either the antecubital fossa or back of the hand. Venipuncture or peripheral venous cannulation was 
performed 1–3 minutes later, after which analgesic effect was assessed by the patient using the Wong-Baker 
FACES pain-rating scale. Safety was assessed by monitoring adverse events (AEs), as well as erythema, edema, 
pruritus, and petechiae at the administration site. 
 
Results: There were no differences between the ALGRX 3268 and placebo groups in demographic 
characteristics, number of venipuncture or cannulation attempts, or treatment sites. The adjusted mean FACES 
scores (0–5) were 1.28 and 1.67 in the ALGRX 3268 and placebo groups, respectively (P = 0.002). All treatment-
related AEs were mild and resolved without sequelae. Erythema (≥ grade 3) and edema (≥ grade 3) did not occur 
in either treatment group, and pruritus was rare. Petechiae were more frequent in the ALGRX 3268 group, but 
were not clinically significant. 
 
Conclusions: ALGRX 3268 was well-tolerated and produced superior analgesia to placebo within 1–3 minutes in 
children undergoing venipuncture or peripheral venous cannulation. 


