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CREATING A  NEW STUDY 

1 
• Connect through RAMS VPN if off campus 
• Log into RAMS-IRB by using your VCU eID and Password at 

https://irb.research.vcu.edu  

2 
Create a 

New 
Study 

Log-In 

3 
Fill in 
Smart 
Form 

Tips for filling out the smart form (content directions in a different guide): 
• Fill out each question accurately, completely, and consistently. 
• Use the            for additional guidance and directions. 

• All the questions marked with a * are mandatory. 

• Refer to Written Policies & Procedures (WPPs) 
• Do not use your browser’s “back/forward” buttons – instead, use the “Back” 

and “Continue” buttons, or drop down “Jump To” menu in RAMS IRB 
• You can either click “Continue” to move to the next required page, or “jump to” 

to go to a specific page. 
• Questions branch, so your answers will affect what other questions are required. 
• ALWAYS click “SAVE” before “Exit” 

 

To create a new study in RAMS-IRB, click “New Study.”  

http://www.ts.vcu.edu/askit/network-services/network-services/rams-vpn/
https://irb.research.vcu.edu/
http://www.research.vcu.edu/human_research/wpp_guide.htm


 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

4 
Submit 
Study 

5 
Departmental 

Approval 

When you Submit Study, the form will prompt you request departmental approval. 

• Only PI may submit study and request approval 
• Choose your department chair or the person designated by your department chair 

to review research applications. 
• If you are the department chair, choose the dean of your department. 

 
 
 
 
 
 
 
 
 
 
 

 

Once you have finished filling out the form, click “Submit Study.” Only the PI 
can submit the study. 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

• Departments may request changes.  
o If changes are required, he Current State will signal “PI Action Required,” and you will 

receive an email. 
o You can view the department’s change requests under the “Reviewer Notes” Tab 
o Steps to make changes 

 Click “Edit Study” and click “next” – this will bring you to each reviewer note, and 
save any changes you’ve made. 
 
 
 
 

  Make the requested changes in the Smart Form 
 Respond to each note. 
 Once you’ve responded to all notes, click “Save” & “Exit” 

 
 
 
 
 
 
 
 
 
 

• Once you’ve made changes, click “Submit Changes” – this will send it back to the department 
for review.  

o Note: Department reviewers do not get reminder emails, so the PI will want to follow up. 
• Once the department accepts the changes, they will accept it and it will move automatically to 

the IRB staff for pre-screening. You can see this in the Current State. 
• See section “IRB REVIEW PROCESS” for next steps. 

 

 
 
 
 
 
 
 
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

CREATING AN AMENDMENT 

1. Log In 
2. Go to “My IRB Studies” 
3. Click on study title 
4. Click “New Amendment” 
5. Read the directions and click “Continue” 

 1 
Create New 
Amendment 

2 
Fill out 

Amendment 
Cover Sheet 

Under the “Amendment Details” page, make sure to fully explain why these changes 
are being requested. Make your responses as detailed as possible. 

Check the box on this page, and click finish. 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

3 
Make Changes 

• Use the “Jump To” drop down menu to go to the page(s) where you need to 
make changes.  

• When you’re done making changes, click “Save” & “Exit.” 
 
 

• Note: RAMS-IRB is automatically tracking all changes made in smart form. 

Changing Documents – Stacking Documents 

1. When you’re done making changes, either go to the Documents page (or any 
other section requiring documents, or if you’ve left the smart form, click 
“Edit Modified Study” on the workspace page. 
 
 
 
 
 
 

• New Document: Click “Add” 
• Updating Document: Click “Update” 

o Upload your red-line version by clicking “Choose  File” 
o Then, click “update” again, and upload the clean version 

• DO NOT CLICK DELETE 
• Click “Save” & “Exit” 

 

 

 

 

 

 

 

Once you’re done making changes, click “Submit Changes.” 

The amendment will then be reviewed by the IRB staff and reviewer. 

IRB staff and reviewers look for consistency within the study. 

Note: You may only submit one amendment at a time. 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
CONTINUING REVIEW 

Continuing Review reminders are sent prior to study expiration. Please submit your continuing 
review on time to avoid expiration. If your study expires, all study activities, including data 
analysis must stop. 

To submit a continuing review, click “New Continuing Review.” 

Please provide as much information as possible as to what has happened with the study within 
the last approval period. 

Once you have completed the form, click “Save” & “Exit.” 

Then, click “Submit Continuing Review” 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
CREATING A  REPORT 

 
CLOSING A  STUDY 

• Events such as unanticipated problems, protocol deviations or violations, and 
noncompliance need to be reported to the VCU IRB. 

• Most other events occurring in a research study do not need to be reported to the IRB 
unless they are unanticipated problems. However, there may be times when a sponsor 
requires reporting to the IRB or there is other information the investigator feels the IRB 
should know, in which case a report may be submitted on a Non-Prompt paper form or 
using the reporting function in RAMS-IRB. 

• Click “New Report to IRB” 
• Use best judgement and give as much information as possible in the smart form. 
• Once you’re done, click “Submit Report” 

1. Click “New Study Closure” 
2. To close the study, all three of these must be true: 

 

 

3.  Click “Submit Closure Report” 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

IRB REVIEW PROCESS 

1 
IRB Staff 

Pre-Screen 

The IRB staff will pre-screen the study to make sure it is ready for IRB review. IRB staff 
may request changes, similarly to departmental changes. 

If changes are required (most likely), PIs and study editors receive an email notification.  
IRB staff may also log a comment explaining that changes are requested.  

When you log into RAS-IRB, the Current State will reflect PI Action Required. 

 
 
 

 
 

To view the list of changes that are requested, click on the “Reviewer Notes” tab.

 

Click “Edit Study” and click “next” – this will bring you to each reviewer note, and save 
any changes you’ve made to previous notes. 

 
 
 

• Make the requested changes in the Smart Form 
• Respond to each note. 

 
 

 
 
 
If you have questions regarding the change requests, you may log a public comment 
to the IRB coordinator, or contact the IRB staff. 

• Once you’ve responded to all notes, click “Save” & “Exit” 
 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Once you’ve made all the requested changes, go to the “Reviewer Notes” tab on the 
home page to make sure all notes are green. Then click “Submit Changes” to re-submit 
the study. 

 

 

 

 

 

 

 

 

 

It is not uncommon for this process to happen a few times. After all appropriate 
changes have been made, the study will be assigned to an IRB reviewer. The PI will get 
an email notification when this occurs, and the Current State will also reflect this 
phase. 

2 
IRB Review 

The IRB Reviewer will most likely request changes, as with the department review and 
pre-screen. The PI will be receive a system notification, and PI Action Required will be 
reflected in the Current State. 

 

Make changes and respond to reviewer notes following the same procedure as 
the pre-screen. Make sure to re-submit the study by clicking “Submit Changes.” 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Once the requested changes have been made (this may happen multiple times), the 
IRB Reviewer or IRB Panel will make a determination, the IRB Coordinator will 
write a letter informing the PI of the determination, and the IRB Chairperson will 
approve the letter and the determination. The IRB Chairperson may request 
additional changes. The approval of a study is not final until you receive an approval 
letter. 

The PI will receive an email regarding the status, and may also view the status of the 
review at any time by looking at the Current State.  
 

 

 

 

 

 

 

 

Reminders:  

• Go to the “Documents” tab, and download the stamped consent form to use. 
• You may edit the email list for those people who will need to be able to view 

the study (not edit). 

3 
IRB 

Determination 
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