Institutional Review Board (“IRB”) Amendment Form
Purpose and Rationale: 
In an effort to streamline the review process for amendments, the IRB has implemented an Amendment Form for all amendment submissions for IRB approved studies. 

A cover letter is not required when submitting an amendment as this form takes the place of the cover letter. It provides users with a clear process to summarize the amendment, and allows for a swifter processing of the submission based on the type of review required.

The form provides the IRB with a clear summary of the requested amendment, and ensures the review process is appropriate

Format and Requirements: 

The Amendment Form is a protected Microsoft Word document which allows the user to fill-in information in text boxes and check marks. The form is posted on the IRB website: http://www.childrensmrc.org/researchadministration/ORIC/IRB2/.

1.  This form is required in order for the IRB to process and review an amendment..  If this form is not included with the amendment submission, the IRB will notify the PI and the submission will be returned to the investigator. 

2. If the amendment affects more than one IRB protocol, then an individual amendment form must be submitted s for each study. 

3. The proposed changes may not be implemented until the amendment has been reviewed and approved and the PI has official notification of approval and related documents.

4. A hard copy of the form with the original inked signature of the PI must be submitted to the IRB.  Stamps, faxes, or proxy signatures are not accepted.

5. All documents pertaining to the requested amendment must be submitted along with the amendment form. This includes, but is not limited to, annotated and clean versions of revised documents, additional study-related materials, translation certificates for foreign language documents, and updated personnel forms.
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