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What is iMedRIS?

iMedRIS allows a Principal Investigator or Study Coordinator to electronically submit a research
application and other related forms to UTHSC IRB. The IRB application and other study forms utilizes
question branching where the response directs the application to the next question.

Study/IRB coordination has always been a complicated and time-c onsumi ng process. Study A
automates this process by integrating site activity from the study directly with the IRB using the IRB
Assistant ™ Study coordinators are i mmeedihgat el y not i f |

study information is available electronically, thus, reducing the amount of paperwork.

Electronic submission allows researchers to submit their protocols electronically to the IRB office for
review. Forms can be filled out and/or attached to each submission, which can then be accepted and
forwarded to the IRB for assessment.

Changes in the IRB Process

Principal Investigator /Coordinator must complete application(s) online

Attach all appropriate documents such as: sconsent f o
recruitment materials, questionnaires/surveys, etc. The principal investigator and department chair (in

addition to co-investigators for initial applications) must be included in the electronic signature routing.

The system will send a notification to the principal investigator requesting sign-off. The department chair

will also receive an email notification requesting submission sign-off. Once the signature routing is

complete, the submission is sent to the IRB office.

New Submission Timeline Example

For a board meeting on Wednesday, July23® The Pl 's deadline for "Saubmission
noon (3 weeks in advance), and board members will be sent an email the Monday before deadline (June

30th) asking for their meeting availability. They must log into iMedRIS and set their availability by

Wednesday July 2" at noon. (They can do this at any time before Monday, June 30M as well.)

The reviewers will be assigned their studies to pre-review by Friday, July 4™ at noon.
They must complete their pre-review by Thursday, July 10™ at noon.

The agenda will be finalized Friday, July 18™ at noon. All Board members will receive an email
notification that the agenda is finalized, and they will be able to view it after logging into iMedRIS. At this
point, the reviewers have the ability to add recommendations to the application if their questions were
not answered by the Pl or if they want to change their motion before the July 23rd meeting. However,
reviewers are not required to add recommendations; they can simply state these issues at the meeting.
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New IRB Prd&review Process
Prior to the meeting, staff and reviewer(s) will review the study application, make recommendations and
request changes and/or additions. The Principal Investigators/Coordinators will then respond to the
requested changes and additions prior to the scheduled board meeting. Reviewers will have a chance

before the meeting to view any changes made or answers given by the PI.

Goal: Electronic system + Revised applications + Pre-review process = Applications may be approved in 3

weeks!

The study application will not be placed on the agenda for the board meeting until the Pl has responded
to the pre-review changes requested. If he/she does not respond by the deadline, the application will be
bumped to the next meeting.
1. The review for the meeting to which the late responder is bumped requires a second set of pre-
reviews by new primary and secondary reviewers who are members of the next section of the

Board.

2. The primary and secondary reviewers (who are members of the Board section to which the
application is bumped) will conduct another review of the application. They can determine
whether the Pl has satisfactorily responded to the comments of the initial set of reviewers, and
whether there are additional points that must be addressed prior to approval.

3. Given the way that the calendar works, there will not normally be time for the PI to respond to
any additional comments from the second set of reviewers prior to the meeting of that section of
the Board.
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The reviewer will no longer present a study synopsis for initial submissions; the Principal/Co-Investigator

is now required to present an overview of an initial submission. The board members will have the

opportunity to ask questions of the investigator. The reviewer will then make a motion after the

investigator leaves the room.

1. Required speaker is the Principal or Co Investigator listed on the submission
Presentation time limit is 10 minutes
3. Points to cover
a. Purpose of study
Rationale
Subject population with major inclusion/exclusion criteria
Study design & procedures
Risk-benefit ratio
f.  Special consent issues (special populations and/or request to alter/waive consent)
4. Prepare to field questions from the board members
5. [If investigators prefer, they can use a PowerPoint presentation, but it must be stored on a thumb
drive or DVD

N

®ao0 o

Video Conferencing Guidelines
1. Video conferencing is available for Investigators not able to physically be at the meeting

2.  Must submit the following:

Te ¢ h n i mameatrthe igstitution:

Technician’s phone number:

IP address:

3. Must be available to test setup 1 week prior to the meeting
4. If video conferencing from your home, you must have a broad band connection (no dial-up)

IP address:

Log-in process

iMedRIS uses the UT NetID system to allow you initial access to the system. What does this mean? If you
do not have a UT NetID, you will not be able to log in to iMedRIS. If you have been issued a UTHSC email
account, then you have a NetID. If you do not have a NetID and need access to the system, then you must
be sponsored into the system. Please contact the IRB for further information.

Gotot Qa bSGLS [ 221 dzLJ RANBOG 2 NB

To look up your NetlID, open your web browser and type in the following web address: directory.utk.edu.
Also the Directory Services Lookup screen appears, type your full name into the search field and click
search.
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Locate your entry and note your assigned NetID.

NetID Password Default
The default NetID password is a combination of your birthdate and social security number. If the correct
information is not provided, the UTHSC Helpdesk will not be able to reset your password.

ex: DOB =1/01/1975 and SS#=111-22-3333; password = ja753333 (all lowercase)
Passwords expire every 180 days. If you do not remember your password, contact the UTHSC Helpdesk at
901-448-2222 to have your password reset.

Login to iMedRIS Training Server

The following steps will only grant you access to the Training server. This is not where you will enter any
“real ” domaketarny ‘treall reviews. At the end of this training session you will be asked to log in
to the Production server, which is the “real” server we will use to process applications.

1. Open your Web Browser
2. Click on the address line and type the following: https://training.utmem.edu.
3. The iMedRIS Login screen will appear.

Login

4. Click in the User ID field and type your assigned Coordinator username.
5. Click in the Password field and then type Welcome!
6. Click the Log In button.

iMedRIS Times Out
For security reasons, iMedRIS will log you off after 30 minutes of inactivity. There is a 25-minute warning
which will ask if you would like to continue working. If you are not available to click the button, you will
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lose any unsaved information when the system logs off. Before leaving the computer, make sure you
have hitthe“ s av e a n douttrofor thd sareenewith which you are working.
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Navigating the iMedRIS Home Screen

Once you'’' weMedRS,goe@d| 1l nsee your Iefehandsidsofthech@aei ons on t he
screen and your task lists to the right of the menu selections. Consider this screen your dashboard. After

you log in, iMedRIS defaults to the Incomplete Tasks tab, alerting you to any assignments that need your

attention.
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The Homebutton will take you back to your iMedRIS home page. g

The Logoutbutton allows you to log out of iMedRIS.

My Assistant — This module contains your account information including your CITI training, iMedRIS
announcements, and operating procedures with links to SOPs and help files. Please upload your
signature, CV, and complete the Financial Disclosure section.

Add a new study — If you want to add a new protocol into the database,c | i ck on the “Add a ne
link in the Study Assistant modul e. This |link | aunc!
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My Studies — This is a list of all of the studies to which you have access. You are listed as a Principal
Investigator, Study Coordinator, Co-Investigator, or Department Chair on each one of these protocols.

IRB Assistant C This module contains options to assist the reviewer with meeting agenda, meeting
minutes, meeting availability, etc.

Meeting Agenda C Allows you to review submissions placed on the agenda.
Reviewer Assignment List C Allows you to review assigned incomplete and complete submissions.

Meeting Availability C Allows you to post meeting availability. This must now be done at least 3 weeks
before the meeting date because of the pre-review process.

Correspondence CThis section lists every correspondence that is sent within the system. You are able

to add or reply to a correspondence. Add a correspondence thread by clickingt he “ Add a New
Correspondence” button. The screen displays an
UTHSC Ian - ® Board Cortespond 3 + Back

Bl 50w & St Lusregummdese |

wved bk Costend

ORI EY Y L X L
EE IS N TR E NS S LU= )
g - || s - i LB b

et
St R peeae s

You can send general correspondence to IRB office staff in case you realize you cannot make a meeting or
have a question about a pre-review, or you can correspond with any of the other board
members/reviewers about a particular application.

Back Button

The Backbutton in the top right corner of the screen will take you to the previous page. Do not use the
Back button in your Internet browser when you are in iMedRIS. To navigate back through the application,
click on the sectionson the left side of the screen. The Backutton will not take you back one pag®
the previous sectionyhen you are working on an applicatidihe iMedRIS Banner (the bar at the very
top of the screen) contains several navigation links (home, logout, & help) to assist you as you work in the
program.

Pre-review process
IRB administrators on staff will perform a quick review to insure that appropriate documents and
signatures are attached. The staff will then assign the submission to a reviewer.

Once a submission has been assigned, an email notifying the reviewer will be generated by the system.
The email will arrive in your UTHSC email account notifying you of the pending review. A copy is also
stored under Correspondence in iMedRIS.
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After you log in to iMedRIS, locate the Reviewer Assignment under your Incomplete Tasks. The
assignment will remain under Incomplete Tasks until the review is completed.
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Note the Submission Type (the 3" line of information about the assignment) as it will help to
determine the type of review.

Completing the Pre-review Using the Reviewer form
Open the assignment by clicking the open button to the left of the task type, and begin the study review.
There are several types of review options on the reviewer form:

 new full board application

I full board continuation

full board revision

- ”—P
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CI|ck the “Save and Contlnue to the Next Sectlon" button.

The contents of the submission will be listed. Select the type of review requested, and then click the
“Save and Continue” button. As you are asked questions, it might be helpful for you to open a second
session of iMedRIS in order to view the application/consent form while responding to the questions.
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Open and View SecoritMedRIS session
Open a second browser window and log in to iMedRIS.

Right click an empty space on your task bar (at the very bottom of your screen where it lists the windows

youhaveopen)and choose “Til,.,

Wr nddbwWwHow e lzymit &« EW o st a

Windows Side by Side”) (Mac users —you will have to adjust the windows manually so you can view both

at once.)

Comments within the Application

There is a “Write a Comment” button to the right of the application information to allow the reviewer to
make comments on different sections. Click on the pencil/paper icon to add comments. These comments
will merge into (show up in) the reviewer form, so you do not have to enter them twice (once in the

application and once in the reviewer form).

11.0 (925) Study Synopsis

11.1 Provde a synopsis of the research study not 1o exceed 500 words. Address e following fems: Perpose, Rationale, Stody Population, Research Design,

Study Procedures, and Outcoms Measures

s 1o implement a rursing-driven, ey

07 based upon o emall sample sae of 51

Reviewing Study Documents

Note on security: please be careful when you download study documents, especially if you are working on

a publ i c
computer.

computer

Respond to e questions.

, rerdote bing savedsstadngoduraehts firorg thet h e

revi

Click the “Review Complete” button, and then sign off. The review is routed to the IRB office.

The Task will then move to the Task Completed tab.

Second Review before the Meeting

After the IRB receives both reviews for the submission, the staff will compile a list of changes to take place
before the meeting that will be sent to the PI. Once the Pl has responded to the review, the IRB office will
finalize the agenda and reviewers can take a 2" look at the submission to note whether their guestions
were answered sufficiently. If any additional comments need to be made before the meeting, board
members can do this through the agenda by clicking open the study in question and then clicking
“Recommendation” and adding comments there. Recommendations are not required, but this enables
the reviewer to have a record of his/her final comments and also enables the other board members to
have access to the reviewer’s final comments regarding the application before the meeting even occurs.

If a recommendation is added, the system will not recognize who added it, so the reviewer might wish to

enter his/her name within the recommendation.
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NOTE: If the Pl did not answer the pre-review questions in time for mailout (i.e., the agenda being
finalized), the study will be bumped to the next meeting and will have a different reviewer(s) from
another section of the board.
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