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September 2, 2025 

 

Dear Hand & Stone Network, 

 
We’ve got exciting news! Dermalogica’s new Pro Pen Microneedling System has officially 
received FDA 510(k) clearance and will debut in early 2026 as a Class II medical 
device — this milestone reflects Dermalogica’s long-standing commitment to advancing 
professional treatments through both innovation and education. 

Dermalogica’s Pro Pen NanoInfusion Systems (current and upcoming) and their 
accessories will continue to be classified as cosmetic devices. These are designed to 
gently exfoliate, smooth the skin, and boost product absorption — and that purpose will 
stay the same moving forward. Because the Pro Pen NanoInfusion System is intended for 
esthetic use and is non-invasive, it is exempt from the FDA’s medical device pre-market 
requirements. 

If you would like to learn more about the new Pro Pen Microneedling System or have any 
additional questions, please reach out to Danielle Guinn, Senior Sales Manager, National 
Accounts or Lorilee Williams, Senior Sales Director, Corporate Accounts. 

Best, 
 
 
Tim Bunch 
General Manager, North America 
 


