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Date: [MM/DD/YYYY]
To: Dr. Simon Carlo, IRB Chair
From: [Principal Investigator’s Name, Credentials]
Protocol Number: [Protocol #]
Title of Study: [Full Study Title]

Subject: Initial IRB Submission-Cover letter

Dear Dr. Simon Carlo,

I am submitting for your review the protocol titled "[Study Title]" (Protocol #: [Protocol #]). This study aims to [insert 2–3 sentence concise summary of the study’s purpose and procedures].

Per IRB submission requirements, the following documents are included in this single PDF file: [DELETE documents that are NOT to be submitted in your protocol]

1. Abstract
2. Study instruments*
3. Data extraction document*
4. Questionnaires (with copyright approvals) *
5. IRB-approved consent forms*
6. Site approval letters
7. Recruitment flyers*along with Paula Lugo’s approval
8. Institutional approval letter(s) (if applicable)
9. Biohazard approval (if applicable)
10. Pre-screening tools*
11. Recruitment email templates*
12. Recruitment phone or verbal scripts*
13. Study brochures*
*All documents marked with (*) are to be uploaded in both English and Spanish. (ERASE THIS WHEN FINISH)
All files have been merged into one PDF document for ease of review.

Thank you for your time and consideration. I look forward to your feedback.

Sincerely,
[Full Name, Credentials]
[Title / Department]
[Institution Name]
[Email Address]


Date: [MM/DD/YYYY]
To: DR. Simon Carlo, IRB Chair
From: [Principal Investigator’s Name, Credentials]
Protocol Number: [Protocol #]
Title of Study: [Full Study Title]

Subject: Amendment Submission 

Dear Dr. Simon Carlo,

I am submitting an amendment for the protocol titled "[Study Title]" (Protocol #: [Protocol #]). This amendment includes the following changes:

- [Brief bullet-point list of changes]

All relevant updated and supporting documents have been merged into one PDF document for your review.

Thank you for your time and consideration. I look forward to your feedback.

Sincerely,
[Full Name, Credentials]
[Title / Department]
[Institution Name]
[Email Address]
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