eIRB FAQs
IRB Process Changes with eIRB
What is different in eIRB compared to the “paper” system?
· Researchers will prepare their application, including protocol, informed consent/assent, debriefing script, etc. as before (see www.wfu.edu/rsp/irb/forms.html) and upload these documents at the appropriate place in the eIRB application. The protocol will provide the rationale and background for the study and furnish details on the methodology, etc. that eIRB does not capture. eIRB will lead the researcher through relevant sections of the eIRB application to ensure study compliance with Federal regulations and University policy and procedures.  You will find that you can copy/paste some portions of your protocol to answer some of the eIRB questions.
· Student researchers will have the role of student co-Is on a project. The faculty advisor will assume the role of principal investigator (PI).
· With eIRB, the study team will identify the type of research (exempt, expedited, full board) being submitted for review. 
· Only the PI will be able to submit the eIRB application but, in the case of student research, the student researcher may prepare the application and then notify his/her advisor that the application is ready to submit. The PI or study coordinator may submit an amendment and continuing review. 
· All correspondence between the IRB and the study team will go through eIRB.
· Approved consent/assent documents will be electronically watermarked. 
· Study team members will be able to track the progress of their study 24/7. 
Accessing and Getting Help with eIRB

Q.   Who can use eIRB?
· Reynolda campus researchers can click on eIRB on the IRB website to access the online system. Only users who have been assigned roles in the eIRB system may use eIRB. 
· If you need access to eIRB, please contact Pam Moser, 758-5888; irb@wfu.edu .

Q.   Where can I go for help with eIRB?

Researchers can access the User’s Guide to eIRB, eIRB Vocabulary and eIRB FAQs by going to the IRB website (www.wfu.edu/rsp/irb/forms.html) and clicking on the appropriate link. Those who need VPN access can go to http://techtalk.wfu.edu/vpn/index.html or call the IS Help Desk at 758-4357.  You can contact Pam Moser (758-5888; irb@wfu.edu) for assistance.
Email Links

Q.    I received an email from eIRB instructing me to clink on a link but the link
 doesn’t work? What should I do? 
If you are not on the WFUBMC Network, you may see a “404” or “Page Not Found” message. eIRB is a WFUBMC intranet application and may only be accessed while on the network or while logged in via Citrix Portal. If the site has generated a faulty link, you may see a page with the message “Internal Server Error” or something like “com.webridge.layout.HtmlPageLayoutImpl.render():comwebridge.entity. Entity[OID[AC48288093C03C442A46F2c8EEC4D3]]:cannot convert to PersistableReference” during HTML generation.” Please forward these messages to smann@wfubmc.edu.

Q.  What do I do when I get a message that says, “Some links in this message might connect to unsafe or fraudulent sites. To help protect your security, links have been turned off in this message.”?
This message has to do with your computer’s local installation of Outlook. Outlook disables links on emails from senders it considers potentially suspicious. To avoid this problem, make sure that eIRB is added to your safe senders list in Outlook. In Outlook go to Tools>Options>Junk Mail Options>Safe Senders. Add the address eirb@wfubmc.edu.

Study Team Members
With eIRB, student researchers will no longer be principal investigator’s; rather the faculty advisor will assume the role of PI. Study team members (co-Is, faculty advisor, study coordinator, staff, statistician, consultant, etc.) may be granted rights to be included in future correspondence related to the study and/or granted edit rights to the application.
Q.  How do I add study team members?

The study team member (e.g., student co-I, coordinator) who does not appear in the pick list for a particular role (PI, Coordinator, Co-I), has not been assigned this role in eIRB. 
· You may request this role by contacting the IRB Administrator at irb@wfu.edu with the request and justification for the request. Requesting a user role for a study team member will not place the person on any particular study. Rather, it makes the person eligible for these roles on any given study. 
· Collaborators from other sites can be listed on the Performance Sites page in the application.
· If the study has been approved (i.e., is active), you may use an Amendment Request to add or remove study team members. If the study is not yet active, you can simply add the person to the application.
Q.   What should I do if the CITI certification date does not appear for a co-I?

An IRB application cannot be approved until all study team members have current Human Subjects Protection Education certification dates in the eIRB system. If the study team member has completed CITI, contact the IRB Administrator at 758-5888 or irb@wfu.edu. If the study team member has not completed CITI, please see Education & Training on this web site for options.
Q.   Do all study team members need to include a biosketch on eIRB?

Any person designated as PI, study coordinator or co-I must have a biosketch or CV in eIRB. Any member of the study team may upload a biosketch for another member or a study team member may upload his/her biosketch during the Submit activity (PI only) or Agree to Participate activity (Co-I and Coordinator). During these 2 activities, a check will be performed for the member’s biosketch. If it is not found, the application cannot proceed. Once a biosketch has been attached, it remains in the system, so it does not need to be resubmitted with each application.  A Study Coordinator may substitute a CV for a biosketch. For student researchers, simply using the answers to the questions posed in the Investigator’s Addendum (see Forms at www.wfu.edu/rsp/irb/forms.html) is acceptable. 

A study team member’s biosketch may not be viewed outside a study application. To update or correct a biosketch, use the Upload Team Member Biosketch button on the workspace of any application where the person is on the study team.

Q.  How do I upload a biosketch in Citrix portal from my home laptop?

If you are using Citrix Portal, the drives available by default will be your network drives. If you have document on your hard drive that need to be uploaded, you can either copy them to your network drives or you can browse to the desktop by going to C$ on Client – Documents and Settings - - Desktop. You may see a prompt asking what type of access to allow to local drives. If so, choose Full Access If you do not see a prompt and C$ on Client is not available, please contact smann@wfubmc.edu.

Q.  How can I add or remove a study team member from the application?
If you haven’t submitted your application yet, you can use the Add/Remove buttons on the Identification page.    An amendment is required to add or remove a team member on an approved [active] study.   If the application is still under review, you may request that your application be returned to you for editing and add/remove the team member.
Q.  What should I do if a study team member will be unavailable when I’m ready to
submit my application?
To prevent any delay, the PI, Study Coordinator or Co-I should remove the team member from the application. Once the study has been activated, you may then submit an amendment to include this study team member.

Q.  I am listed at the study coordinator on a study. Why did eIRB put me down as 

a co-I? Should I remove myself from the co-I list?

Yes, when you start a new application, the system tries to approximate your role but it may not be correct. Please change the application to put yourself in the right place.

Q.   Who can edit the application? 

All study team members (PI, Co-Investigator, Study Coordinator, other Team Members) have the ability to edit and make changes within the application before it is submitted for review. However, only the PI, Study Coordinator, Co-I or Student Co-I can Submit Response to Reviewer.

Editing is allowed only in the following states: Presubmission, Concerns Pending, Major Board Concerns, and Minor Board Concerns. The state of your application appears in the top left corner of the application workspace. An application becomes locked or read-only when it is initially submitted by the PI and when the study team responds to subsequent IRB concerns. This is to ensure that all changes are tracked and that an application is not edited while it is under review. 
If the study team needs to make changes to the application after it is submitted but before it is sent to the IRB for review, the study team may contact the IRB Administrator and request that it be returned. Otherwise, any changes will need to be made when the study team members are notified that there are concerns they need to address. Once the study is approved (i.e., active), changes may be made via amendments.
IRB Application

Q.   Why can’t I save the eIRB application to disk?

The eIRB is a web-based system so it will not allow you to download and complete the application on a disk. All work must be completed within the online system.
Q. Why isn’t my protocol listed in eIRB?

Only protocols submitted electronically via eIRB appear in eIRB. 
Q.  Do I submit the same application for exempt, expedited, or full board review? 

Yes. The Application SmartForm will guide you through the necessary questions to determine whether your research fits an exempt, expedited or full board category. 
Q.   What type of file do I need to upload documents to eIRB?

Consent and assent documents must be in MS Word. Other documents may be either MS Word or pdf documents although pdf is preferred for scanned documents. Scan printed documents (e.g., grant approval letter) at 300-600 dpi. Replace spaces in a file name with underscores.

Q.  What does the IRB want when it asks for a short title?

The short study title may reference whatever the study team chooses, such as part of the study title, an acronym or protocol number.

Q.  Question 4.0 (Performance Sites) asks that other external sites and  

institutions be listed. Do you want all sites that are participating in this study
to be listed? Does this pertain to industry-sponsored studies or just those

sponsored by WFU?
There is no requirement for this. Listing other sites on the application is optional. The performance sites section is simply a place to report these.

Q. How long after submission does it take before an application is assigned for

review? 
The IRB Administrator checks all submitted applications for completion and required elements before sending it on for IRB review. This allows the Board to focus on the study presented rather than issues pertaining to application completion and required wording. The study team’s response to concerns from the IRB Administrator will directly affect the length of time it takes for a submitted application to be assigned for IRB review. 
If an application is scheduled for full Board review, it will be assigned to a meeting and the time and date of that meeting will be displayed on the application’s workspace. The application’s state will change from IRB Admin Review to Full Board Review and will remain in this state until the meeting is complete. 

Q.    How and when do we address IRB concerns with our study? 

Answering IRB concerns is a two-step process. Concerns must first be answered and then the application must be saved and returned to the IRB using the Submit Response to Reviewer or Respond to Board Concerns activity (only one will show). If the inbox shows that the IRB is still awaiting a response, chances are the application is still sitting in the study team’s Inbox. Use the Submit Response to Reviewer button to return it to the IRB Administrator. This activity will ensure that you have addressed all concerns and will send the application back into the review process. Responses to concerns may be submitted by the PI, Study Coordinator, Co-I or student Co-I.

The study team has 60 days after notification of full board concerns or 30 days for exempt and expedited applications to submit a new version of the application. If no resubmission is made after the deadline, the protocol will be administratively closed.
Q.    How do I change a submitted application?

Once an application is submitted, it is under review and no changes can be made by the PI. The study team will see a Read-Only version when viewing the study. If revisions are required by the IRB, the study will move to the Concerns Pending state and appear under My Inbox. Changes can be made at that time. You will need to return the application to the reviewer after you have made the changes by clicking on Submit Response to Reviewer.
Q.  How do I change the Informed Consent/Assent?

When making changes, first save the existing document to your computer or network drive. Open the document, turn on change tracking and make the needed changes. When finished, save the redlined copy. Next, turn off change tracking, accept all changes and save a clean copy of the document. Use the edit button to attach the clean copy and the add button to attach the redline copy.

Q.  Where can I find my updated Informed Consent/Assent?

The approved dated watermarked informed consent/assent form is located under the Attachments section of the application workspace.  This is the only consent/assent from to be printed and copied for use when obtaining informed consent/assent from subjects.
Q.  How do I know when my full board application will be reviewed?

When the application is assigned to a meeting, the time and date of the meeting will be displayed on the application’s workspace.

Amendments

Q.   How do I create an Amendment?

Once an Application is approved and its status is set as Active, any study team member can Create a New Amendment from the Application’s workspace by clicking the button on the left side of the screen. Continuing Reviews and Safety Events (Adverse Events, Deviations, Reportable Events) may also be created from the workspace of any Active Application. Study team members must sign off on these applications as well as the original eIRB protocol.  
 Q. How are amendments numbered?
eIRB numbers amendments consecutively (1,2,3). 

Q.  Can I submit an amendment when another activity is pending?

Because of the functionality behind the amendment process, it is not possible to create and save information pending completion of an amendment, continuing review or any other activity. Creating an amendment creates a full copy of the current application and unlocks it for changes. During the course of the amendment, this is referred to as the “modified study”. When the amendment is approved, the modified study becomes the active study.
Q.  In the amendment process, which item should I select to be able to upload a new Investigator’s Brochure (IB)?
In section 1.0, “Type of change this amendment is making,” select “other changes”. You do not need to list each change made to the brochure in the description section of the amendment form. Just type “Updated Investigator’s Brochure” and attach the new one on the appropriate page of the application.

Q.  I have an amendment pending which includes adding new co-I’s on the study. The new investigators don’t have their biosketches attached but when I go in to add their biosketches, I can only bring up the co-Is on the approved version of the application. How do I add biosketches of the additional co-Is?

You cannot upload a biosketch for a new team member under cover of an amendment until the amendment has been approved and the “parent” application updated to include the new study team members. The IRB staff tries to keep an eye out for instances such as this and send the study team an email following approval of their amendment to advise them to upload biosketches as appropriate.
Q.  Should I file an amendment in eIRB to close enrollment in my study? Data is still being interpreted and collected but no subjects will be enrolled.
Studies closing or reopening to enrollment should be submitted as amendments via eIRB.
Printing the Application

Q.   Why don’t certain parts of the application print?

· Radio buttons that allow you to pick an option among 2 or more choices [they appear as a circle with a dot inside] may not appear because of an older printer’s inability to handle newer visual style in Internet Explorer 6. To correct the issue, go to Tools>Internet Options and click the Advanced tab. Uncheck the box labeled “Enable visual styles on buttons and controls in web pages”.
· Background colors do not appear. To correct this issue, go to Tools>Internet Options and click the Advanced tab. Check the box labeled “Print background images and colors”.
Continuing Review, Closure and Termination

Q.  How do I begin a continuing review for a study that was initially put in as a new protocol in eIRB?
From the study application workspace, select “Create New Continuing Review”.
Q.  What should I do for Continuing Review?

· Submit a Scheduled Continuing Review application at least 7 days before the approval is to expire. The consent form cannot be uploaded in the CR portion, only the Application portion. It will reflect read-only in the CR portion. The CR application does not request/require the latest IRB-approved stamped version of the consent form.
· If you do not need to renew IRB approval (funding has expired, data collection and analysis is complete, etc.), click on Study Team Closure to close your study. 
Q.    How do I remove or delete an application?

Use the Study Team Withdraw activity under My Activities when the Study Team decides it no 

longer wants to carry out the study. The Study Team can only withdraw an application prior to

submitting it to the IRB for review and approval. The study will no longer be accessible..

Q.  How do I close a study I am no longer conducting?

Use the Study Team Close activity on the left hand margin under My Activities to close the study. The study will no longer be accessible once the study has been withdrawn. A study may be closed by the PI, Study Coordinator, Co-I or Student Co-I.
Safety Events
Q.    How do I submit adverse events or protocol deviations in eIRB?

Go to the application workspace and use the New Safety Event button. Safety Events include adverse events, protocol deviations, monitoring reports, and other reportable events. Any member of the Study Team may submit Safety Events (Adverse Events, Unanticipated Problems, Protocol Deviations, etc.). 
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