Clinical Trial Documentation Preparation for
Inspection

Date: [Insert Date]

To: [Insert Recipient's Name]
[Insert Recipient's Position]

[Insert Institution/Company Name]
[Insert Address]

Dear [Insert Recipient's Name],

We are writing to inform you of the preparations being made for the upcoming inspection of our
clinical trial documentation. As part of our commitment to maintaining high standards of
compliance and transparency in our clinical research practices, we are ensuring that all relevant
documents are readily available for review.

The following materials will be prepared and organized:

e Study Protocol

e Informed Consent Forms
« Investigator's Brochure

o Case Report Forms

e Source Documents

e Regulatory Approvals

« Monitoring Reports

o Adverse Event Reports

We anticipate the inspection will occur on [Insert Inspection Date], and we will ensure that all
documentation is complete and compliant with current regulations. Please let us know if there
are any specific requirements or additional documents you would like us to prepare ahead of the
inspection.

Thank you for your attention to this matter. We look forward to demonstrating our compliance
and commitment to rigorous clinical trial standards.

Sincerely,
[Your Name]

[Your Position]



[Your Institution/Company Name]

[Your Contact Information]



