Modification Submitter Checklist
Instructions: Use this form to help avoid common issues with modifications. Mark off completed items using the checkbox on the left. This is not meant to be a complete guide. Modification submissions that do not meet these requirements may be returned without review.
Prior to starting a modification submission, it is the expectation that study teams fully review and understand all documents and changes that are being made. Failure to review documents prior to submission will result in a lengthier review due to additional follow-up with sponsors or your re-review. 
1. Modification Intake Page
· In #1.1, provide a clear, concise summary of all changes to the smart form and documents submitted in plain language.
· This information is imported into IRB meeting minutes and approval letters. It is imperative that this section covers all changes and is well-written. 
· In #1.2, explain why each change was made.
· In #1.5, select “Yes” if there if any of the changes or documents (protocol, consent form, investigator brochure, DSMB report, etc.) indicate a new risk or an increase in the severity or frequency of an existing risk.
· A UPIRSO RE is required if the change in risk meets the criteria for a UPIRSO: unexpected, related to the research, and suggests that the research places subjects or others at a greater risk of harm than previously recognized. This includes safety events that lead to risk updates, even if they occur at an external site, and document updates (IBs, DILs, etc.) that report new risks or an increase in frequency and/or severity of a known risk.
· A plan to reconsent (#1.4) is expected when the changes could reasonably affect a participant’s willingness to continue in the study, including changes to risks and benefits, study procedures, or the principal investigator. 
2. Protocol, Consent, and Other Document Updates
· Modifications should only include one new version of a document.
· If the IRB reviews V3, that assumes it has approved V2. V2 and V3 should be submitted in separate mods. If multiple versions are being submitted in the same mod, provide a justification in the modification intake page #1.1. The changes and rationale for each version should be provided in #1.1 and #1.2.
· You can review the “Documents” tab of the main study page to check which version the IRB has on file for each document. 
· Every uploaded document requires IRB review. Please do not upload documents that are not required to be reviewed by the IRB and do not pertain to a participant's participation in a research study, like third-party travel agreements, pharmacy manuals, etc.
· Please ensure that no duplicate documents are included in the submission. 
· If multiple duplicates are found, the modification may be returned to you so the duplicate can be effectively deleted. 
· Provide the following for each updated pdf document.
· A clean version of the document
· A redline version showing all changes that are occurring. If a summary of changes (SOC) has been issued, that should be submitted as well. 
· If updates are being made to word documents associated with the study, please ensure you are using the locked to track change version found in the main study documents tab. 
· Check whether changes in a document also require changes to the smart form. 
· For example, changes to study procedures in the protocol should also be reflect in Section 6.0 #2
· Ensure that all changes to documents are summarized and explained in the modification intake. Simply listing the documents is not adequate. 
3. Document Upload and Version Control
 Duplicates, triplicates, excessive uploads, incorrect stacking
· The “SOP Updating Attachments in UTSW ETHOS” contains instructions with visuals for many of the following steps.
· Before making changes to study word documents, download the currently approved version from the study’s “Documents” tab. This version will have the IRB approval stamp/footer and be locked to track changes. 
· Modified documents not made to this version will be returned unless the documents come from a sponsor or external collaborator. 
· Instead of deleting approved documents, use the “Upload Revision” function to add modified documents to the stop of that document’s existing “stack” in the smart form. 
· Deleting approved documents may result in the modification being discarded and the study team having to re-create it. 
· Ensure that all modified documents are uploaded and that there are not any duplicates prior to submitting.
4. Translation & Language Requirements
· Translated documents should match the English version. That means that we cannot approve a translation of an approved document and changes to the English version of that document in the same modification. 
· The only exception is minor administrative changes, like updating the coordinator name, study contact phone numbers, etc.
· Ensure that there is a verification (Form Z1) or translation certificate for each translated document uploaded in Section 6.0 #16
· If you are using form Z1, please ensure that a valid form of translation was used, and that the document used to construct the translation is clear listed with the entire title of the document as it appears in ETHOS. 
5. Resubmission
If a modification was returned for clarifications, it is recommended to provide a bullet point list of the changes made during re-submission that addresses each clarification requested by the IRB reviewer.
· Verify that all requested changes were made before resubmitting. 
· Do not introduce new documents or changes unrelated to the clarification request unless you communicate.
6. Ancillary Reviews
For modifications that effect the schedule of events:
· A change in the schedule of events (SOE) occurs when the billable procedures associated with participation in a research study are being altered due to the addition or removal of a procedure. These include but are not limited to; MRI addition, CT scan removed, new blood collection, addition of a research arm, etc. These changes should coincide with an update of consent and protocol. 
· If there is a change, please answer question #1.7 as “yes”. This informs the HRPP staff reviewing this modification that SPA ancillary review may be required, and a modification hold should be in place until congruency analysis is completed. 
· SPA ancillary review is required for SOE changes when there is a CTA in place. 
· If you are adding procedures, please ensure that it is clear whether they are standard of care or research procedure, per the UTSW and FDA requirements. 
For modifications that effect the research radiation procedures:
· Changes to the research radiation that a subject will be exposed to, effects both the schedule of events and the SHUR ancillary for the study. 
· If there are removal or additions to the research radiation associated with study participation, question #1.7 should be answered as “yes” AND a new SHUR radiation REDCap form should be submitted and included with the other pertinent modification materials. 
· The addition of radiation procedures constitutes an increase in risk. As such, question #1.5 should be answered as “Yes”, and reconsent should be considered. 
· SHUR ancillary review is required before the full approval of the modification can be received. 
For cancer study modifications going to committee review:
· All modifications scheduled for committee review where the primary or secondary aims of the study are cancer related are required to undergo PRMC ancillary review. Approval from PRMC is required prior to the approval of the modification being issued. 
· PRMC review should be initiated anytime a modification is scheduled for committee review, regardless of it there is a change in risk. 
For modifications that are adding or altering performance sites:
· If a modification is being submitted to add or alter currently approved performance sites, then please ensure question #1.8 is marked as “yes”. You are unable to edit performance site information in the modification of smart form. These changes can only be made in the modification in-take page. 
· A performance site ancillary review will be initiated for the site that is affected by the modification. Approval from this performance site but be granted prior to the release of this modification. 
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