
Medical Device Submission for Regulatory 

Review 

[Your Name] 

[Your Title] 

[Your Company Name] 

[Your Address] 

[City, State, Zip Code] 

[Email Address] 

[Phone Number] 

[Date] 

To Whom It May Concern, 

We are pleased to submit our medical device application for regulatory review. The details of our 

submission are as follows: 

Device Information: 

Device Name: [Device Name] 

Device Classification: [Classification] 

Intended Use: [Intended Use] 

Submission Details: 

Submission Type: [Type of Submission (e.g., 510(k), PMA)] 

Submission Number: [Submission Number] 

Supporting Documentation: 

• [Document 1] 

• [Document 2] 

• [Document 3] 



We believe this device meets all regulatory requirements and look forward to your review. 

Please feel free to contact us should you require any additional information or clarification. 

Thank you for your attention to this matter. 

Sincerely, 

[Your Name] 

[Your Title] 

[Your Company Name] 


