Criteria and Guidelines for Submitting an Amendment to SRC
An amendment is submitted to SRC if it involves major changes to the science of a protocol according to IRB guidelines. Any amendment that involves safety issues or scientific changes, including those that affect the eligibility or conduct of the study will be forwarded to the SRC Coordinator for SRC expedited review.

Examples include but are not limited to: study design changes, additional treatment arms, additional study populations, changes to the endpoints or objectives, DSMP changes (for HCRN studies) and significant changes in medication doses. 

The PI or other study team members may consult the SRC Coordinator for clarification of any amendment in question. Amendments found to substantially alter the objectives or study design or affect the scientific merit will be sent for full board review.  
Once received, your submission will be reviewed and a decision will be distributed within 5 working days. 
In Oncore:

1. Click on Submission Console.

2. Click “Change Review” from the Create Submission menu on the left.

3. Type protocol number in the box and click the search button. Select the appropriate protocol from the pop up list.

4. Click “create submission” (BE SURE YOU HAVE THE CORRECT PROTOCOL NUMBER. You cannot undo the submission once you create it!)

5. Oncore will template all of the information for the amendment.  
6. You will need to change the review type to EXPEDITED at the top and click submit to save it.

7. Upload the documents into the document section.  Label all of them as AMENDMENT for the document type. In the description box, put ‘protocol’ or ‘summary of changes’ or “consent”, etc.

8. Click “send”.  It will then go to the SRC Coordinator and an email notification will be generated.
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