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Contact Information

Members of an upcoming administrative
withdrawal at 60 and 30 days prior to
withdrawal. Studies may be
administratively withdrawn due to
expiration, inactivity, or non-
compliance.

Withdraw Application or FSA

Only the Principal Investigator may withdraw
an elRB application or further study action.

®  Microsoft Windows
Windows (all versions)

Internet Explorer 5.5 or later
Netscape Navigator 7.1x or later
Mozilla 1.5x or later

Firefox 1.0x or later

Opera 7.10 or later

®  Macintosh Computers
Macintosh OSX or later
Netscape Navigator 7.1x or later

e  From the Application Summary View,
click the Further Study Action tab and
click Create Further Study Action.
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Finding an Application - Tabs

®  The Study Team Workspace organizes
the workflow using tabs.

®  Select the appropriate tab; Pl

Pre meeting , complete the Pl Withdraw ;
Study or Request Withdraw activity. To Safari 1.1 or later

withdraw an FSA the P1 should email a Mozilla 1.5x or later

withdrawal request to jhmeirb@jhmi.edu e  Other Recommendations:
includeing the study name, number, and Display capable of at least 1024x768 ;
reason for withdrawal. f you wish to pursue resolution Summary View.

this study or FSA in the future, a new elRB High-speed internet connection (128K or [ ENETS B S
application or FSA must be created and higher) e . ..
resubmitted for IRB review.

Ihmeirb@jhmi.edu or 410.955.3008 Responsibility, In Pre-IRB Review
Process, In IRB Process, IRB Review

complete, or Inactive Studies.
®  Click the study name to open it to the

Technical support for eIRB is available from
Monday to Friday, 8:30am to 5:00pm. If you
have questions or are experiencing any
technical difficulties contact the eIRB Help

Desk at jhmeirb@jhmi.edu for assistance.



Finding an Application - Filtering

®  Use the “Filter by” drop-down list to
select a sort value from the menu.

®  Enter the appropriate search value.

Filter by i

1]

®  The filter value of NAME allows you to
filter by the name of the study, not the
name of the Pl

®  Use the percent sign (%) as a wildcard
character. Example: %21 displays all
studies containing 21 — NA_0002154,
NA_00000021.

e  Click Go.
Mew Applications:
Filter by |1D v %21 [ed)|

Add Study Team Member Application

®  Make sure the study team member has
an elRB account.

®  Go to the General Information page,
Question 9.0.

e  Click ADD.
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Add a Study Team Member to an FSA

e  Create an FSA-Change in Research.

®  Select Study Team Member(s) for type
of Change in Research.

®  Click Continue to reach the Changes in
Research - Study Team screen and click
ADD.

Add a Funding or Material Source

®  The elRB system allows unlimited
funding and material sources to be listed
in the application.

e  |f you are having trouble locating the
funding/material source, email

jhmeirb@jhmi.edu to add the funding/

material source.
HIPAA Forms
Electronic HIPAA forms do not require

signatures. On the signature line type:
“Submitted electronically through eIRB.”

Documents in eIRB

®  Paper copies of grants, Investigator
Brochures, sponsor’s protocols, or other
documents must be scanned and
converted into electronic copies.

®  Uploaded documents must be in Adobe
Acrobat (.pdf), MS Word (.doc), or
HTML (.html) format.

® Do not upload password protected
documents.

®  Macintosh users need to add the three
character PC style file-type extensions
to Mac file names before uploading into
elRB.

Configuring your Email

e [f the notifications you receive from
elRB contain broken links, you may
need to reconfigure your email client to
display HTML-formatted email.

® In GroupWise select “HTML” from the
View drop menu.

° If you use another email client, contact

your system administrator for assistance.

File Edit | view Actions Tools Win
J 3 Clos ¥ Toolbar

Mail | = Plain Text

® HTML
EE Attachment \Window

Agree to Participate

®  |ogin to elRB http://e-irb.jhmi.edu.
®  Select the study name on your Home
Workspace.

®  Select Agree to Participate on the left of
the Summary View.

®  Click OK. Performing this activity is

the equivalent of an electronic signature.

Printer Friendly View

®  Provides access to the entire study
application and uploaded documents.

®  Allows printing the entire application in
a printer-friendly version.

e  Embedded documents must be opened
and printed individually.

®  Select Printer Friendly View on the left
of the Summary View.
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Submit Application or FSA

®  Select the “Submit” activity, listed under
the Current Activities section on the
application or Further Study Action, to
submit the application after everyone
listed on the study team has completed
the Agree to Participate activity.

®  Only the Principal Investigator may

submit the application. S/he is the only
study team member who will see the

Submit activity.

Review IRB Action Letters

IRB action letters may be found in the History

Log.

®  Select the Study or Further Study Action
located under the P1 Responsibility, IRB
Review Complete, or Disapproved/
Terminated/Withdrawn tab on the Study
Team Workspace. This will open the
Summary View.

e  Scroll down to the History Log.

e | ocate the IRB action letter as listed in
the History Log.

®  Select and open the attachment to
determine an appropriate response.

History Log Uploaded Documents

Overall Status Check on Study Review Process
Status Check on Ancillary Committee Review Processes

Activity
(% Tabled Documents uploaded
4yIRB_InvestigatorNADODOO639 Assent_020805.dac
4yInvestigator_NAD0OD00639_pendingletter_020805.doc
)IRB_InvestigatorNADDD0D639Consent_020805.doc

Submit Response to the IRB

®  Select “Submit Response” from the
Current New Activities section of the
Summary View for the application or
Further Study Action.

e  Upload the Response Document into the
Submit Response window.
®  Scroll down and click “OK.” This

returns you to the Summary View and
submits your response to the IRB.

Prepare the Response Document

®  Copy only the issues listed in the
pending notice and paste them into a
new Microsoft Word document.

®  Respond to each of the Board's issues
using bold. The response should follow
each issue.

e  Add the date, study number, study title,
and Principal Investigator's name to the
top of this new Word document.

®  Save the document to your local drive
using this standard naming convention:
Pl Response_date (mmddyy).doc.
Example: PI Response_123104.doc.

®  The Response Document will be
uploaded WITHIN the “Submit
Response” activity or “Study Team
Member Prepares Response” activity
AFTER all IRB required revisions to
the application or Further Study Action
have been completed.

e DO NOT upload the Response
Document into any application or FSA
question.
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Request Extension

®  An application may be returned as
incomplete before going to an IRB
Committee for review. The Principal
Investigator has 60 days to resubmit the
application. You may seek a 60 day
extension of this time limit.

®  You may also seek an extension for the
submission of a response to a posted
pending notice, you must submit a
formal request in eIRB before the
original requested due date. We cannot
accept responses beyond the deadline
without a JHM-IRB approved extension.
Only the Principal Investigator may
submit the request.



