Drug Label Modification Notification

Date: [Insert Date]

[Recipient Name]

[Recipient Title]

[Organization Name]

[Address Line 1]

[Address Line 2]

[City, State, Zip Code]

Dear [Recipient Name],

We are writing to inform you about recent modifications to the label of [Drug Name] (NDA
#[NDA Number]), following the guidance of [Regulatory Authority]. These updates are intended

to enhance the safety and efficacy information provided to both healthcare professionals and
patients.

Summary of Changes:

e [Change 1 Description]

e [Change 2 Description]

e [Change 3 Description]
We believe these changes will significantly improve the understanding of the drug's use and its
potential risks. Please ensure that the updated labels are applied to existing stock and
disseminated to healthcare providers as necessary.

If you have any questions regarding these modifications, feel free to contact us at [Contact
Information].

Thank you for your attention to this important matter.
Sincerely,

[Your Name]

[Your Title]

[Your Company]



[Contact Information]



