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Objective/Purpose:
[bookmark: _GoBack]The purpose of this study was to evaluate aesthetic improvement (GAIS) of the lips and subject and partner satisfaction after treatment with HARK, a flexible HA filler specifically designed for the lip approved outside the US.1
Methods:
In this open-label, phase IV multi-center study, subjects were treated either with HARK in the lips or with HARK in the lips and one of HARR or HARD (both FDA-approved) in facial wrinkles and folds. Touch-up was offered 4 weeks after initial treatment; follow-up extended to 8 weeks after last treatment. Assessments included aesthetic improvement (GAIS; by treating investigators and subjects), satisfaction with lips (FACE-Q1 by subjects) and kissability (by subjects and their partner), lip fullness and naturalness (photography analyses), and adverse events.
Results:
Nineteen subjects received HARK only; 40 subjects received HARK and HARR or HARD. The primary objective was met. Aesthetic improvement (GAIS) at 8 weeks after last treatment was reported by 100% of subjects (N=59); treating investigator assessments mirrored these results. Subjects exhibited high satisfaction 8 weeks after treatment (≥89% satisfied for all FACE-Q questions). On the kissability questionnaire, subjects agreed that their lips had a ‘natural look’ (96%) and they ‘felt more attractive’ (87%) after treatment. Partners agreed that subjects’ lips have a more kissable and natural feel’ (73%) and are ‘satisfied with appearance’ (90%) after treatment. The treatment was well tolerated and there were no safety concerns. 
Conclusion: 
Lip treatment with HARK alone or combined with HARR and/or HARD was well tolerated and effectively achieved aesthetic improvement of the lips compared to baseline. Facial expressions at rest and with animation maintained a natural appearance following treatment, and lip texture improved. Both subjects and partners were satisfied with the post-treatment look and feel of the subjects’ lips.
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