Letter of Request for Drug Approval
Guidance

Date: [Insert Date]
[Your Name]
[Your Title]
[Your Company/Organization]
[Your Address]
[City, State, Zip Code]
Email: [Your Email]
Phone: [Your Phone Number]
To: [Recipient's Name]
[Recipient's Title]
[Recipient's Organization]
[Recipient's Address]
[City, State, Zip Code]
Dear [Recipient's Name],
| am writing to request guidance regarding the approval process for [Insert Drug Name or
Description]. As we prepare to advance our development, we seek your expertise to ensure
compliance with applicable regulatory standards.
The key points we wish to discuss include:
« Clarification on the required clinical trial phases.
e Specific data requirements for our submission.

o Recommended timelines for the approval process.

We appreciate your consideration of this request and look forward to your valuable guidance.
Please let us know a convenient time for a discussion or if additional documentation is required.



Thank you for your attention to this matter.
Sincerely,

[Your Name]

[Your Title]

[Your Company/Organization]



