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What is iMedRIS?

iMedRSallows a Principal Investigator or Study Coordinator to electronically submit a research
application and other related forms to UTHSC IRB. RBeapplication 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 andd¢wmnsuming process. Study
laadAradlyidun ldzi2aYFrGSa GKAAa LINRPOSaa o& AydaSaNI i
Lw. dzaAy3a GKS Lw. !aaradlryidund {GdzRe O22NRAYI {
outcome and all praneeting study informations 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 submisgibithcan then
be accepted and forwarded to the IRB for assessment.

Changes in the IRB Process

Principal InvestigatorCoordinator must complete application(s) online

LGaGrOK FEf FLIIINRPLNAFGS R20dzySyida adzOK ay Oz2y
brochures, recruitment materials, questionnaires/surveys, etc. The principal investigator and
department chail(in addition to ceinvestigators for initial applicationsjust be included in the

electronic signature routing. The system will send a notificatiotméoprincipal investigator

requesting sigroff. The department chair will also receive an email notification requesting

submission sigoff. Once the signature routing is completke submission is sent to the IRB

office.

New Submission Timeline Example

Wed. July 2nd at noerdeadline for full board electronic submissions.

The IRB office will hold the submission for 2 days to conduct anaffice prereview

(check for any glaring deficiencies), to send any incomplete submissions back to the Pl,
and toget the submission back from the Pl with any necessary adjustnbgriig. 4th at
noon.

1 Friday 4th at noon we will send all reviewers their assignments forgrew.

o We will return the submissiont® the PIss A 1§ K G KS NB @AaBdaSyiNA Q O2°
adminidrative commentson Friday 11th at noon.

o PlIs 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).

1 *If PIsdo not meet this @adline, thesubmissionsvill be bumped to the next meeting
and will be subject to another preeview by a different reviewer(s) on a different
section of the board.

1 The meeting will be Wednesday 23rd.

T
T
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July 2008

Wednesday Thursday Saturday
1 2 3 4 1f necessary . PT 5
updates submission
PI submission by noon/Reviewer
Deadline NOON assigned at noon
6 7 a8 9 10 11 Submission| 12

returned to PT
with Reviewer

comments by noon

13 14 15 16 17 PIreturns) 19 19
corrected

submission by
noon

20 21 22 23 24 25 26

TRE Meeting

27 28 29 30 31

New IRB PreReview Process

Prior to the meeing, staff and reviewer(s) will review the study application, make
recommendations and request changes and/or additions. The Principal
InvestigatorsCoordinators willthen respond to the requested changes and additions prior to
the scheduled board meetindReviewers will have a chance before the meeting to view any
changes made or answers given by the PI.

Goal: Electronic system + Revised applications +d¥ew process Applications may be
approved in 3 weeks!

The study application will not b@laced on the agendéor the board meeting untithe Pl has
responded to the praeview changes requestedf he/she does not respond by the deadline,
the applicationwill be bumped to the next meeting.

1. The review for the meeting to which the late respondebumped requires a second set
of pre-reviews bynew primary and secondary reviewers who are members ofrtegt
section of the Board.

2. The primary and secondary reviewers (who are members of the Board section to which
the application is bumped) witbndud anotherreview ofthe application Theycan
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 theatendar 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 8 O 0 OAOAT OAOET1T ' OEAAI ET AO
Investigators are nowequired to present an overview of theinitial applications

=

Required speaker is the PrincipalColnvestigator listed on the submission
Presentation time limit is 1finutes
Points to cover

a. Purpose of study

b. Rationale

c. Subject population wh major inclusion/exalsion criteria
d. Study design & procedures
e
f.

wn

. Riskbenefit ratio
Special consent issues (special populations and/or request to alter/waive
consent)
Prepare tdfield questions for the board member
If investigators prefer, they can use a PowerPoint presentabahjt must be stored on
a thumb drive or DVD

a s

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

2. Must submit the following:

¢CSOKYAOALFIYQa yIYS i GKS AvaldAddziazyy

¢ SOKY A OlelnymBet:  LIK2 Y

IP address:

3. Must be available to test setupweekprior 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 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 Netybu will not be able to logn to iMedRIS. If you have

been issued a UTHSC email accotin@n you have a NetlID. If yalo not have a NetID and

need access to the system, then you must be sponsored into the syfase contact the IRB
for further information.

T Ol 5460 .A0O)$ ,1TEODPD AEOAAOQI OU

To look up your Netlmpen your web browser and type in the followinglwaddress:
directory.utk.edu. Also te Directory Services Lookup screen appgsEe your full name into
the search field and click search.

me UNIVERSITYof TENNESSEE

AUTHENTICATION

Directory Services:

Lookup

Login

UPDATE YOUR ENTRY Enter a person or organization name:

Change Password [ ][ search | search tips

Change Mail
Address

Change Nickname| | Search the online directory to find general information about people associated with the University.

Change Contact Since only a limited number of results will be returned per search request, it is important to query appropriately. Review the
Information search tips if you have problems searching the directory.
OTHER STUFF

————— | Some directory information is restricted to on-campus viewing. If you are connected from outside the University domains.
Advanced Search 'you may need to login to view the restricted information.

Password
Management

You must also login if you want to add or modify some of the information stored in your entry.

Initial Password
Setup

Locate your entry and note your assigned NetID.

UTHSC NetID Sponsor Contacts
If you do not have a UTHSC Nletind password,lpase locate th@rganizationpersonyou are

associated withn the table below to inquir@about'request sponsorship.

Contact
Methodist Rexann G. Pickering
UTMG Alisa M. Firehock

The MED Maria VanWerkhooven

CTSI Clinical | Risa Ramsey and Kathleen
Research Unit| Pitts

NetID Password Default
The default NetID password is a combination of your birthdate and social security nuithber

the correct information is not providedhe UTHSC Helpdesk will not be able to reset your
password.
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ex: DOB = 1/01/1975 and SS#=PP13333 password = ja75333@ll lowercasg
Passwords expire every 180 days. If you do not remember your passwatdct the UTHSC
Helpdesk at 904482222 to have your password reset.

Login to iMedRIS Training Server

Thefollowing steps will only grant you access to the Trairsegver. This is not where you will
SYGSNI I ye d&nBakéany R iede®@L At the end of this training session you
will be asked to logn to the Production serve, which is thd™ realA server we will use to
process applications

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

S ‘b%ednls
Integrated Medical Research
Informational Systems

User ID:
|

Password:

\\\\\

y! rowser Requirements

4. Click in the User ID field and type your assig@edrdinator username
5. Click in the Password field and then tyyelcome!
6. Click theLog Inbutton.

iMedRIS Times Out

For security reasongMedRIS will log you off after 30 minutes of inactivity. There is-a 25
minute warning which wikhskif you would like to continue working. If you are not available to
click the butta, you will lose any unsaved information when the system logs off. Before
leaving the computemake sure you haveitthed a @S Iy Pouttorefof thé s¢rdes ¢
with which you are working.
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RIS bv/@-ihedms

Integrated
Research Information System

Warning!

Your session is about to expire

Would you like to continue?

There has been no interaction with the system in 25 minutes. Session login is
calculated on requests to the system.

( Yes, Continue working ]

( No, Logout (Changes on this form since the last save wil be lost) J

Navigating the iMedRIS Home Screen

hy OS &2 dzQ@®miMedRISE 2 8Rf Ay aSS & 2 dzNJ NfSherdzside 6fth§ O A 2 y &
home screen and youask lists to the right of the menu selections. Consider this screen your
dashboard. After you log, iMedRIS defaults to the Incomplete Tasks, &lbrting youto any
assignmentshat needyour attention.

EﬁR,’S b Account: Melody K. t_coord05 Payne, RN
4 edRIS Department: GH - COM - Surgery - General Surgery ¢ Home [¥]Logout [7]Help

Resean:h Information System

L e lﬁ Tour current Department is GH - COM - Surgery - General Surgery
Study Assistant

=) There are new system announcements since the last ime you logged in!

-_S' Add a new study tlick on the Announcemen: t Icon to view the announcemen: ts.
waorklist Filter: Al -
@ My studies Incomplete H Complete H Not Opened || Previously Opened
Tasks Tasks Correspondence Correspondence
e

No tasks found

%\« Non-Study Submission
Forms

TheHomebutton will take you back to your iMedRIS home pé o

[] Logout

ThelLogoutbutton allows you to logut of iMedRIS

My Assistantc This module contains your account information including your CITI trguni
iMedRIS announcements, and operating proceduwvih links to SOPs and help files. Please
upload your signature.

Add a new study If youwant to add a new protocol into the databas® f A C)‘[ 2y 0K
AGdReE tAY] AY (K KAGRIRS y11a % A D/ IOKEB aY 2Rt

o
X«

@ Uy

A
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My Studiesg This is a list of all of the studieswhichyou have access. You are listed as a
Principal Investigator, Study Coordinator -l@eestigator, or Department Chair on each one of
these potocols.

Back Button

TheBackbutton in the top right corner of the screen will take you to the previous pagenot
use the Backutton in your Internet browser when you are in iMedRT® navigate back
through the application, click on theectionson the left side of the screenlThe Backutton will
not take you back one padg® the previous sectionyhen you are working on an application.
The iMedRIS Bannéhe bar at the very top of the screeapntains several navigation links
(home, logout, &elp)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 alread
completed, click on the section link that you want to view. Please note that the application has
many requiredieldswhich are indicated with sed asterisk.You will not be able to move to

the next screen without completing the required field&lsq 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 acies®e 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 thdepartment 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.

2.0 Add Department(s)

2.1 List departments associated with this study: @

pl;'::;;v Department Name + Add | & Removel

UTHSC - College of Medicine - Surgery - General

) UTHSC - Vice Chancellor for Research - Research Informatics

Adding Study Personnel

The IRB must have a list of alldgypersonnel and the roles of those individuals. The system

does not automatically list the person completing the application as study personnel, so the PI

FYR / 22NRAYIFG2NRAa yIYS Ydald 6S SYyGdSNBRO® I FGS
personf5f Ydzad 6S &ddzoYAGUGSR gAGK GC2NY W [/ KFEy3aS w
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3.0 Assign key study personnel(KSP) access to the study
* The current study status does not allow for changes to the Key Study Personnel. If you
wish to change the Key Study Personnel, please contact the IRB.

3.1 *Please add a Principal Investigator for the study: @

Kevin E. t_pi0017, M.D.

Select if applicable

[T student [ Department Chair
[T Resident

[T Fellow

If the Principal Investigator is a Student, Resident, or Fellow, the name of the Faculty Advisor must be supplied
below.

Calnvestigator(s)

Add each Convestigator to the key study personnel page. Staff listed als@Gxstigator(s)

must be included in the signature routing for initial applications onlye dignature routing

occurs at the end of an application where a box beside eaech €& S a G A 3 G 2 NRa y I YS
checked to request their signature.

Study Coordinator

In order for the Study Coordinator to receive study correspondence, add the individuadito b
GwSaSl NOK {dzLJLI2NI {GFFFe yR a{iGdzRe /2y il Ol ¢
will receive all study correspondence; this section is usually utilized by the Principal Investigator

and the main Study Coordinator.

3.3 * Please add a Study Contact: @

t_pi0017, Kevin E., M.D.
t_coord07, Kathy E., BSN

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The
study contact(s) are typically either the Research Coordinator or the Principal Investigator themselves).

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 tpletera 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 barto startthe st2 NY' X | YR GKSy Of A0] aC2NJ
the form.

] Click here to start this form. ||

Attaching Documents
Any suppating documents such ake master protocol, investigat@ Brochure, marketing
materials, and conserfibormsshould be attached to the application electronicallfyou do not
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KFIdS 'y StSOGNRYAO O2Lk 27
the sponsor or scan and upload it to your computer.

C\
_
w

fegugsSandifiord | G 2 ND &

1. Click t he S$uderc ufimtntt actbar
[l Click here to attach any study document.

2. There is an option to AAdd Multiple Docume
&, Add Multiple Documents I &, Add New Document I ) Save Attachments I
g i"e‘:" fﬂ:'{ Version View File Title/Category Last Modified by Date Modified f(ree:-:;
7 Document

No documents have been added.

3. Toattachasingledocument , <cl i ck t hbattorij @nd tthe fdllevimg Do c u me
screen appears:

nSaveDoqlmentl
View the View the |
*Document Title: document Zzacr:&ic:,tj
*Version Number: .0
Version Date:
Category: -none- v
Description:
Load the document into iRIS: [ Upload ... ]
4. Provide the requested information, dhdnc | i ck t he AUpl oadeéo butt
Document Location:

Instruction: Uploading a document into iRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

[ save selected file | €3 cancel |

5. Browse to the document location by clicking thig&rowse button.

6. Savehe selected file.
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uSaveDocumentl

AT Master Protocol :ifc\: ,.tnhee"t \s;t::e::::: ’é‘l{;n t

od
*Version Number: 1 .0 ip]e]
Version Date: 6/24/2008 '
Category: a. Master Protocol -
Description:
Load the document into iRIS:
7. The document will appear to the upper right
b2GSY ¢KS LYIF3IAAGA0a O2LIASNE 2y (KS ¢1 {/ O YLlz

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@mapproved cannot be

converted to the new form, so this only applies to drafts.

The system will notify you that a new form version has been published.

1
2.1 £ A O]
3./t AOY

l.:.l
U

KS a/ 2y@SNIL G2 GKS bSg¢
KS a{I @S | yR tto# tifrduhyatizd thaisectionsoftlie { S O
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

C2NXY +SNHEAZ2

Printer Friendly | 5} Convert to the New Form Version |

[ save and Continue to Next Section |

Section view of Application

1.0 General Information

Setup Department(s)
20B Access

y Grant key study personnel
o (KSP) access to the study

4.0 Review Board Selection

(420) Review Board
508 Routing Questions

I

Entire view of the Application |

1.0 General Information

1.1 * Please enter the full title of your study:

Windows Internet Explorer

A new version of the application form has been published.
s l\ Please click on the button Convert to the New Form Version,

Then click through the wizard to verify that the application is complete.

o ]
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Responding to pre -review changes/provisos

It is important that you respond to the paeview changes by the deadlines provided by the IRB

staff. Any delays could affect your review date.

Submitting Additional Study Specific F orms
After your stuly has been approved by the IRB, all correspondence for that particular study

aK2dzf R 06S &dzoYAGUSRkYlIYylI3aSR (KNRdAzAK
will be able to submit the following forms:

f
f
f
f
f

1

Form 2 Change Request & Amendments
Fom 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
DeviationViolation

Form 4d: Submit Noreportable Eents

1

= =4 —a 8 9

iKS

Form 4e: Methodist Hospital and Le

Bonheur Children's Medical
Center Adverse Event

aitdzRé

Form 6: Advertising / Recruitment Materials

Form 7: Study Closure
Form 8 HIPAA

Submit Data Safety Monitoring Reports

Submit Miscellaneous Raments

Scanning Your Signature
When an individual signs a documewithin the system, an electronic stamp of his/her
signature is created. The IRB requires that each Pihv@stigator, and Department Chair scan
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