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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-consuming process. Study 
!ǎǎƛǎǘŀƴǘϰ ŀǳǘƻƳŀǘŜǎ ǘƘƛǎ ǇǊƻŎŜǎǎ ōȅ ƛƴǘŜƎǊŀǘƛƴƎ ǎƛǘŜ ŀŎǘƛǾƛǘȅ ŦǊƻƳ ǘƘŜ ǎǘǳŘȅ ŘƛǊŜŎǘƭȅ ǿƛǘƘ ǘƘŜ 
Lw. ǳǎƛƴƎ ǘƘŜ Lw. !ǎǎƛǎǘŀƴǘϰΦ {ǘǳŘȅ ŎƻƻǊŘƛƴŀǘƻǊǎ ŀǊŜ ƛƳƳŜŘƛŀǘŜƭȅ ƴƻǘƛŦƛŜŘ ƻŦ ǘƘŜ ƳŜŜǘƛƴƎ 
outcome and all pre-meeting 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  

!ǘǘŀŎƘ ŀƭƭ ŀǇǇǊƻǇǊƛŀǘŜ ŘƻŎǳƳŜƴǘǎ ǎǳŎƘ ŀǎΥ ŎƻƴǎŜƴǘ ŦƻǊƳόǎύΣ ǎǇƻƴǎƻǊ ǇǊƻǘƻŎƻƭǎΣ ƛƴǾŜǎǘƛƎŀǘƻǊΩǎ 
brochures, 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 

 

¶ Wed. July 2nd at noon- deadline for full board electronic submissions. 

¶ The IRB office will hold the submission for 2 days to conduct an intra-office pre-review 
(check for any glaring deficiencies), to send any incomplete submissions back to the PI, 
and to get the submission back from the PI with any necessary adjustments by Fri. 4th at 
noon. 

¶ Friday 4th at noon we will send all reviewers their assignments for pre-review.  
o We will return the submissions to the PIs ǿƛǘƘ ǘƘŜ ǊŜǾƛŜǿŜǊǎΩ ŎƻƳƳŜƴǘǎ and any 

administrative comments on Friday 11th at noon. 
o PIs have to make any corrections and return the submission back to us by 

Thursday 17th at noon in order to remain on the same agenda (i.e., be on track 
for the meeting the following week). 

¶ *If PIs do not meet this deadline, the submissions will be bumped to the next meeting 
and will be subject to another pre-review by a different reviewer(s) on a different 
section of the board.   

¶ The meeting will be Wednesday 23rd.    
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New IRB Pre-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 PI 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 PI 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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Investigator ȭÓ 0ÒÅÓÅÎÔÁÔÉÏÎ 'ÕÉÄÅÌÉÎÅÓ 
Investigators are now required to present an overview of their initial applications.   
 

1. Required speaker is the Principal or Co-Investigator listed on the submission  
2. Presentation time limit is 10 minutes  
3. Points to cover 

a. Purpose of study 
b. Rationale 
c. Subject population with major inclusion/exclusion criteria 
d. Study design & procedures 
e. Risk-benefit ratio 
f. Special consent issues (special populations and/or request to alter/waive 

consent) 
4. Prepare to field questions for the board member 
5. If investigators prefer, they can use a PowerPoint presentation, but it must be stored on 

a thumb drive or DVD  
 

 

 

Video Conferencing Guidelines  
1. Video conferencing is available for Investigators not able to physically be at the meeting 
 
2. Must submit the following: 

¢ŜŎƘƴƛŎƛŀƴΩǎ ƴŀƳŜ ŀǘ ǘƘŜ ƛƴǎǘƛǘǳǘƛƻƴΥ  _____________________________ 

¢ŜŎƘƴƛŎƛŀƴΩǎ ǇƘƻƴe 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:______________________________________________________________ 
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Log-in p rocess 
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.    
 

'Ï ÔÏ 54ȭÓ .ÅÔ)$ ,ÏÏËÕÐ ÄÉÒÅÃÔÏÒÙ 

To look up your NetID, 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. 
 

 
 
Locate your entry and note your assigned NetID. 
 

UTHSC NetID Sponsor Contacts 

If you do not have a UTHSC NetID and password, please locate the organization/person you are 
associated with in the table below to inquire about/request sponsorship. 
 

 Contact  

Methodist Rexann G. Pickering 

UTMG Alisa M. Firehock 

The MED Maria VanWerkhooven 

CTSI Clinical 
Research Unit 

Risa Ramsey and Kathleen 
Pitts 

 

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. 
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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 
ŜƴǘŜǊ ŀƴȅ άǊŜŀƭέ ǇǊƻǘƻŎƻƭǎ or make any ΓrealΔ reviews.  At the end of this training session you 

will be asked to log in to the Production server, which is the ΓrealΔ 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. 

 

 
 

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 lose any unsaved information when the system logs off.  Before 
leaving the computer, make sure you have hit the άǎŀǾŜ ŀƴŘ ŎƻƴǘƛƴǳŜέ button for the screen 
with which you are working. 
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Navigating the iMedRIS Home Screen 
hƴŎŜ ȅƻǳΩǾŜ ƭƻƎƎŜŘ ƛƴ to iMedRIS, ȅƻǳΩƭƭ ǎŜŜ ȅƻǳǊ ƳŜƴǳ ǎŜƭŜŎǘƛƻƴǎ ƻƴ ǘƘŜ left-hand side of the 
home 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.  
 

 
 

The Home button will take you back to your iMedRIS home page.  

The Logout button allows you to log out of iMedRIS.  
 

My Assistant ς 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. 
 

Add a new study ς If you want to add a new protocol into the database, ŎƭƛŎƪ ƻƴ ǘƘŜ ά!ŘŘ ŀ ƴŜǿ 
ǎǘǳŘȅέ ƭƛƴƪ ƛƴ ǘƘŜ {ǘǳŘȅ !ǎǎƛǎǘŀƴǘ ƳƻŘǳƭŜΦ  ¢Ƙƛǎ ƭƛƴƪ ƭŀǳƴŎƘŜǎ ȅƻǳ ƛƴǘƻ ǘƘŜ άƻƴƭƛƴŜέ ŀǇǇƭƛŎŀǘƛƻƴΦ 
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My Studies ς 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. 
 
Back Button 

The Back button 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 sections on the left side of the screen.  The Back button will 
not take you back one page (to the previous section) when you are working on an application. 
The 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. 

Study Application  (Form 1)  
The application is setup with many sections.  As you save and continue, note that the left 
margin of the screen displays the section name.  To review a section that you have already 
completed, click on the section link that you want to view.  Please note that the application has 
many required fields which are indicated with a red asterisk.  You will not be able to move to 
the next screen without completing the required fields.  Also, if you go back to a previous 
section and make changes, you have to hit save and continue before moving to another section; 
otherwise, your changes will not be saved. 
 

Department Access 

With this question, you are determining which departments have access to the study.  If the 
study is distributed across more than one department, add each department that needs access.  
Coordinators responsible for several departments need to note their default department. The 
person completing the application will have their department listed by default.  If that 
department does not need access to the study, remove the department.  The study personnel 
will have access to the study despite the departments listed. 
 

 
 

Adding Study Personnel 

The IRB must have a list of all study personnel and the roles of those individuals.  The system 
does not automatically list the person completing the application as study personnel, so the PI 
ŀƴŘ /ƻƻǊŘƛƴŀǘƻǊΩǎ ƴŀƳŜ Ƴǳǎǘ ōŜ ŜƴǘŜǊŜŘΦ  !ŦǘŜǊ ǎǘǳŘȅ ŀǇǇǊƻǾŀƭΣ ŀƴȅ ŎƘŀƴƎŜǎ ǘƻ ǘƘŜ ƪŜȅ ǎǘǳŘȅ 
personnŜƭ Ƴǳǎǘ ōŜ ǎǳōƳƛǘǘŜŘ ǿƛǘƘ άCƻǊƳ н /ƘŀƴƎŜ wŜǉǳŜǎǘ ϧ !ƳŜƴŘƳŜƴǘǎΦέ 
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Co-Investigator(s)  

Add each Co-Investigator to the key study personnel page.  Staff listed as Co-Investigator(s) 
must be included in the signature routing for initial applications only.  The signature routing 
occurs at the end of an application where a box beside each Co-LƴǾŜǎǘƛƎŀǘƻǊΩǎ ƴŀƳŜ Ƴǳǎǘ ōŜ 
checked to request their signature. 

Study Coordinator  

In order for the Study Coordinator to receive study correspondence, add the individual to both 
άwŜǎŜŀǊŎƘ {ǳǇǇƻǊǘ {ǘŀŦŦέ ŀƴŘ ά{ǘǳŘȅ /ƻƴǘŀŎǘΦέ  !ƴȅƻƴŜ ŀŘŘŜŘ ǘƻ ǘƘŜ ά{ǘǳŘȅ /ƻƴǘŀŎǘέ ǎŜŎǘƛƻƴ 
will receive all study correspondence; this section is usually utilized by the Principal Investigator 
and the main Study Coordinator.  
 

 
 

Non-UT Study Personnel 

Key study personnel who are not listed in the UT Directory must be sponsored into the system. 
Please refer back to the UT NetID section of this handout. 
 

Using the Sub Form  
There are a number of places in the application where you will be required to complete a sub-
form in order to continue with the application process.  This is really as easy as clicking a green 
bar.  You will click the green bar to start the sub-ŦƻǊƳΣ ŀƴŘ ǘƘŜƴ ŎƭƛŎƪ άCƻǊƳ /ƻƳǇƭŜǘŜέ ǘƻ ŎƭƻǎŜ 
the form.   
 

 
 
 

Attaching Documents  
Any supporting documents such as the master protocol, investigatorΩǎ brochure, marketing 
materials, and consent forms should be attached to the application electronically.  If you do not 
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ƘŀǾŜ ŀƴ ŜƭŜŎǘǊƻƴƛŎ ŎƻǇȅ ƻŦ ǘƘŜ ƛƴǾŜǎǘƛƎŀǘƻǊΩǎ ōǊƻŎƘǳǊŜΣ ŦƻǊ ƛƴǎǘŀƴŎŜΣ ȅƻǳ Ŏŀƴ request one from 
the sponsor or scan and upload it to your computer.     
 

1. Click the green ñAttach Study Documentò bar.  

 
 

2. There is an option to ñAdd Multiple Documentsò or   ñAdd New Document.ò 

 
 

3. To attach a single document, click the ñAdd New Documentò button, and the following 

screen appears: 

 
4. Provide the requested information, and then click the ñUploadéò button. 

 

 
 

5. Browse to the document location by clicking the άBrowseέ button. 
 

6. Save the selected file. 
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7. The document will appear to the upper right.  
 
bƻǘŜΥ ¢ƘŜ LƳŀƎƛǎǘƛŎǎ ŎƻǇƛŜǊǎ ƻƴ ǘƘŜ ¦¢I{/ ŎŀƳǇǳǎ Ŏŀƴ ōŜ ǎŜǘǳǇ ǘƻ άǎŎŀƴ ǘƻ ŜƳŀƛƭέ ŘƻŎǳƳŜƴǘǎ ŀǎ ŀ t5CΦ  aƻƴƛǘƻǊ 
your email quota closely to ensure that you do not go over quota. 

 

Updating an application draft when a new version of a form has been publish ed 
If you have a draft application and the system forms are updated (meaning new questions have 
been added or old questions have been reworded), you will be prompted to convert the draft 
to the new form.  Applications that have been submitted to the IRB and/or approved cannot be 
converted to the new form, so this only applies to drafts.  
 

1. The system will notify you that a new form version has been published. 
2. /ƭƛŎƪ ǘƘŜ ά/ƻƴǾŜǊǘ ǘƻ ǘƘŜ bŜǿ CƻǊƳ ±ŜǊǎƛƻƴέ ōǳǘǘƻƴΦ 
3. /ƭƛŎƪ ǘƘŜ ά{ŀǾŜ ŀƴŘ /ƻƴǘƛƴǳŜ ǘƻ bŜȄǘ {ŜŎǘƛƻƴέ ōǳtton through all of the sections of the 

application that you have already completed.  If there are any additional questions that 
have been added to any sections of the form, you will have to answer these before you 
can save and continue to the next section. 
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Responding to pre -review changes/provisos  
It is important that you respond to the pre-review changes by the deadlines provided by the IRB 
staff.  Any delays could affect your review date.   
 

 
 

Submitting Additional Study Specific F orms  
After your study has been approved by the IRB, all correspondence for that particular study 
ǎƘƻǳƭŘ ōŜ ǎǳōƳƛǘǘŜŘκƳŀƴŀƎŜŘ ǘƘǊƻǳƎƘ ǘƘŜ ǎǘǳŘȅΩǎ ά{ǳōƳƛǎǎƛƻƴǎέ ǎŎǊŜŜƴΦ  CǊƻƳ ǘƘƛǎ ǎŎǊŜŜƴ ȅƻǳ 
will be able to submit the following forms: 
¶ Form 2: Change Request & Amendments   

¶ Form 2b: Documents from Primary IRB   

¶ Form 3: Continuing Review Submission 
Form   

¶ Form 4a: Report Local Adverse Events   

¶ Form 4b: Report External AE (IND - 
Medwatch)   

¶ Form 4c: Report Problem or Protocol 
Deviation-Violation   

¶ Form 4d: Submit Non-reportable Events   

¶ Form 4e: Methodist Hospital and               Le 
Bonheur Children's Medical  
Center Adverse Event   

¶ Form 6: Advertising / Recruitment Materials   

¶ Form 7: Study Closure   

¶ Form 8: HIPAA   

¶ Submit Data Safety Monitoring Reports   

¶ Submit Miscellaneous Documents   

 
 

 

Scanning Your Signature  
When an individual signs a document, within the system, an electronic stamp of his/her 
signature is created.  The IRB requires that each PI, Co-Investigator, and Department Chair scan 




