
[Your Name]  

[Your Position]  

[Your Company Name]  

[Company Address]  

[City, State, Zip Code]  

[Email Address]  

[Phone Number]  

[Date]  

[Recipient's Name]  

[Recipient's Position]  

[Food and Drug Administration]  

[Office/Division Name]  

[Office Address]  

[City, State, Zip Code]  

Dear [Recipient's Name],  

Subject: Submission of [Type of Application] for [Product 

Name/Indication]  

I am writing to submit our application for [Product Name] under [specific 

application type, e.g., IND, NDA, 510(k)] for your review. This 

application is submitted in accordance with [specific FDA 

regulation/reference]. 

Enclosed with this letter, please find the following documents:  

1. Completed Application Form  

2. Executive Summary  

3. Clinical Study Data  

4. Preclinical Studies  

5. Manufacturing Information  

6. Labeling Information  

We believe that [Product Name] has the potential to [describe the 

significance or intended use of the product]. Our clinical data supports 

its safety and efficacy, and we have complied with all regulatory 

requirements throughout the development process. 

We are committed to cooperating with FDA in every aspect of the review 

process. Should you require any additional information or clarification, 

please do not hesitate to contact me at [Phone Number] or [Email 

Address]. 

Thank you for your attention to this submission. We look forward to your 

prompt review. 

Sincerely,  

[Your Signature (if sending a hard copy)]  

[Your Printed Name]  

[Your Position]  

[Your Company Name] 


