
[Your Name]  

[Your Title]  

[Your Company/Organization Name]  

[Your Address]  

[City, State, Zip Code]  

[Email Address]  

[Phone Number]  

[Date]  

[Recipient's Name]  

[Recipient's Title]  

[FDA Division/Office Name]  

[Food and Drug Administration]  

[Address]  

[City, State, Zip Code]  

Dear [Recipient's Name],  

Subject: Request for FDA Approval of [Product/Device Name]  

I am writing to formally submit a request for FDA approval for 

[Product/Device Name], which is intended for [brief description of the 

purpose/indication].  

[Provide a brief introduction of your company and the significance of the 

product/device.]  

The [Product/Device Name] has undergone rigorous testing and has met all 

safety and efficacy standards as outlined in [reference applicable 

guidelines or regulations]. Attached, please find all necessary 

documentation, including:  

1. [Document 1]  

2. [Document 2]  

3. [Document 3]  

We believe that the approval of [Product/Device Name] will significantly 

benefit [target population or market] by [mention the key benefits or 

improvements offered by the product].  

Please do not hesitate to reach out if you require any additional 

information or clarification regarding our submission.  

Thank you for considering our request.  

Sincerely,  

[Your Name]  

[Your Title]  

[Your Company/Organization Name] 


