Marketing Authorization Advice Letter

Date: [Insert Date]
From: [Your Name]
[Your Title]

[Your Company]
[Your Address]

[City, State, Zip Code]
Email: [Your Email]

Phone: [Your Phone Number]

To: [Recipient Name]
[Recipient Title]
[Recipient Company]
[Recipient Address]

[City, State, Zip Code]

Dear [Recipient Name],
Subject: Marketing Authorization Advice for [Product Name]

We appreciate the opportunity to provide you with our recommendations concerning the
marketing authorization of [Product Name]. After reviewing the preliminary data and
requirements, we have outlined the following advice to facilitate your submission:

¢ Regulatory Requirements: Ensure compliance with [specific regulations].

o Data Submission: Compile all relevant clinical trial data including [specific studies].

¢ Risk Management Plan: Develop a comprehensive risk management plan addressing
[specific risks].

o Labeling and Packaging: Follow guidelines for labeling as set by [specific authority].



We strongly encourage you to take this advice into consideration as you prepare your marketing
authorization application. Our team remains available for any further discussions or clarification
on these points.

Thank you for entrusting us with this important project. We look forward to your successful
application.

Sincerely,
[Your Name]
[Your Title]

[Your Company]



