






CONCLUSION
The sponsor provided adequate functional study data (bench testing data) which showed 
the proposed new syringe met all the product acceptance criteria. The syringe 
components that come in contact with the soft tissue filler materials were tested for 
biocompatibility, namely, cytotoxicity, irritation and sensitization per ISO 10993 and the 
biocompatibility study data provided is adequate. Shelf-life data on both the syringe and 
the syringes filled with the gel at both accelerated and real-time conditions are provided. 
The data support a shelf-life of months. Sterilization information provided is adequate 
and support the subject device sterility. Adequate risk analysis was provided to address 
the GMP issues. Human Factors studies are not needed as the design of the syringe is not 
new. A draft product revised product labeling is provided with direction for use of all the 
approved (approved under P040024) dermal filler gels. The supplement is recommended 
approved.
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