IRB Respond to Modifications Required

0:00
In this video, I'm going to show you how to respond when the IRB issues one of the following determinations.

0:06
Modifications required to secure approved, Modifications required to secure not human research and modifications required to secure human research not engaged.

0:18
These determinations mean the IRB has reviewed your submission and needs you to make specific changes before a final decision can be issued.

0:27
Let's walk through the process step by step.

0:30
For this demonstration, I'm logged in as the Principal Investigator.

0:34
The Pi has received a determination letter indicating that a modification is required.

0:40
You can find this letter in your study workspace under the History section.

0:46
The required modifications will be listed here.

0:50
To respond to the required modification, first write a letter responding to the requested change by clicking Prepare Letter.

1:00
If you would like to use a prepared template, select the template from the drop down list and click Generate.

1:09
Or you can click Upload.

1:11
To upload a draft, click OK.

1:16
In order to respond to the required modification, you'll need to complete the following tasks first.

1:23
If needed, revise the documents attached to the study.

1:26
Be sure to use the Track Changes feature in Microsoft Word so the IRB can clearly see what modifications were made.

1:34
This is an important step because it allows reviewers to quickly identify what changed without having to compare documents manually.

1:42
Second, upload the revised document back into the system by clicking Edit Study.

1:51
Navigate to the appropriate section and click Update next to the document you're replacing.

1:58
Once the upload is complete, click Save, then Exit.

2:09
Now it's time to submit everything to the IRB.

2:12
Click Submit Response from the Study workspace.

2:20
In the response window, you'll see two areas, the Notes section and the supporting documents.

2:26
In the Notes section, write any additional comments or context for the IRB.

2:37
In the Supporting Documents section, if you've written a response letter, attach this here.

2:44
Once everything looks good, click OK to submit the modification back to the IRB for review.

2:56
Now you can see that the study has updated to the modification submitted state.

3:05
After you've submitted your response, you can verify the changes you made using the Compare feature.

3:10
Click view Study and click Compare.

3:18
Since I didn't make any changes whenever I updated the study, it doesn't show anything right here.

3:23
Click Exit and that's it.

3:29
For more information, check out the training site.

3:32
Thanks for watching.
