
[Your Name]  

[Your Title]  

[Your Organization]  

[Your Address]  

[City, State, Zip Code]  

[Email Address]  

[Phone Number]  

[Date]  

[Recipient Name]  

[Recipient Title]  

[Food and Drug Administration (FDA)]  

[Recipient Address]  

[City, State, Zip Code]  

Dear [Recipient Name],  

Subject: Request for FDA Authorization for [Product/Device/Drug Name]  

I am writing to formally request the authorization for 

[Product/Device/Drug Name] under [specific FDA regulation or pathway, 

e.g., Emergency Use Authorization, New Drug Application, etc.].  

The [Product/Device/Drug Name] is intended for [briefly describe the 

intended use and target population]. We believe that its [mention unique 

features or benefits] make it a valuable addition to the current options 

available in the marketplace.  

Attached to this letter are the following documents for your review:  

1. [Document 1: e.g., clinical trial data, safety and efficacy evidence]  

2. [Document 2: e.g., manufacturing details, labeling information]  

3. [Document 3: e.g., any additional relevant information]  

We have conducted thorough testing and gathered substantial evidence 

supporting the safety, efficacy, and quality of [Product/Device/Drug 

Name]. We would appreciate the opportunity to discuss this submission 

further and are ready to provide any additional information needed to 

facilitate the review process.  

Thank you for considering our request. We look forward to your prompt 

response.  

Sincerely,  

[Your Name]  

[Your Title]  

[Your Organization] 


