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Amendment Form for Research Study Protocol

Study Title: [Original Title of the Study] 


Principal Investigator: [Name] 


Co-Investigator(s): [Names] 

Original IRB Approval Number: [Number] 


Date of Original Approval: [Date] 


Date of Amendment Submission: [Date]










Section 1: Summary of Proposed Amendments
Provide a brief overview of the proposed changes to the study protocol, including any additions, deletions, or modifications. Summarize the nature of the amendments and their scope.











Section 2: Detailed Description of Each Amendment
For each proposed amendment, provide the following information:

Amendment Title: [Brief Title of the Amendment]







Description of the Amendment: Provide a detailed description of the proposed change, including specific details about what will be added, removed, or altered in the study protocol.

Rationale for the Amendment: Explain why this amendment is necessary. Include any new information, data, or circumstances that have led to the proposed change.
Expected Impact on the Study: Discuss how the amendment will affect the study's conduct, including impacts on participant safety, data collection, analysis, and the overall study timeline.

Supporting Documents: List any new documents or revised versions of existing documents associated with the amendment (e.g., revised consent forms, recruitment materials, study instruments).
Repeat this section as necessary for each proposed amendment.



Section 3: Justification for Amendments Without Prior Approval
If any amendments were implemented before IRB approval due to urgent safety concerns, provide a detailed justification here, including the nature of the emergency, how the changes addressed the issue, and the date the changes were made.






Section 4: Consent Form Changes
If changes to the informed consent form are part of the amendments, summarize those changes here and attach the revised consent form. Explain how current participants will be informed of these changes.









Section 5: Additional Documents
Attach any additional documents related to the proposed amendments, such as revised recruitment materials, data collection instruments, or study protocols.

Principal Investigator Certification:
I certify that the information provided in this amendment form is accurate and complete. I understand that no changes will be implemented until IRB approval has been obtained.




Signature: ______________________ Date: ___________


Co-Investigator(s) Signature(s): ______________________ Date: ___________




This template should be filled out in detail and submitted to the IRB for review. Ensure that all changes are clearly explained and justified, with a strong focus on participant safety and data integrity. The IRB will review the proposed amendments to determine their impact on the ethical conduct of the study and decide on their approval.
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