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A Randomized, Controlled, Evaluator-Blinded, Multi-Center Study to Evaluate the Effectiveness and Safety of HARK versus a Control in the Augmentation of Soft Tissue Fullness of the Lip
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Objective/Purpose: To evaluate the effectiveness and safety of a new HA product, HARK, in lip augmentation and correction of upper perioral rhytids. The primary objective was to demonstrate non-inferiority of HARK versus a control (HAJVOB) in lip augmentation 8 weeks after last injection (blinded evaluation).
Methods: In this 48-week, randomized, controlled, evaluator-blinded multi-center study (NCT03320824), treatment with HARK or control (randomized 2:1) was administered on Day 1, with optional touch-up offered 4 weeks after initial injection. Assessments included lip fullness (Medicis Lip Fullness Scale [MLFS]1), wrinkle severity (Wrinkle Assessment Scale2), aesthetic improvement (Global Aesthetic Improvement Scale), subject satisfaction (FACE-Q scales3), adverse events and subject diary entries of local tolerability symptoms.

Results: Subjects received a total (initial and touch-up) mean of 1.8 mL HARK (N=185) or 2.2 mL control (N=88) in the upper and lower lips. The primary objective was met; HARK was non-inferior to control in lip augmentation at 8 weeks after last injection. Confidence intervals for both intention-to-treat and per protocol populations were below 0.5 (mean change from baseline in upper/lower lip MLFS score: 1.8/1.8 [HARK], 1.7/1.8 [control]).
HARK achieved lip fullness improvement and correction of upper perioral rhytids that persisted at Week 48 after the last injection. HARK effectiveness was supported by a high degree of aesthetic improvement and subject satisfaction. Treatment-related treatment-emergent adverse events and local tolerability symptoms were generally mild and transient.

Conclusion: HARK was non-inferior to control, well-tolerated and effectiveness was sustained at Week 48 for lip augmentation and correction of upper perioral rhytids. HARK effectiveness was supported by a high degree of aesthetic improvement and subject satisfaction.
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