Converting a Paper Study to an iMedRIS
Study

An iMedRIS function is available that allows users to convert paper studies to iMedRIS studies.
For studies originally approved on paper, you may submit a registration to convert your paper
study to an electronic one.

Note: If you wish to close a study that was originally approved on paper and the study was
never registered in iMedRIS, submit a Form 7: Report of Termination on paper to the IRB
office. The Form 7 may be found on the UTHSC IRB website under Forms.

How to Convert a Paper Study (Registering a study in iMedRIS):

1. First make sure that all key study personnel associated with the study have a UT
username and password, as iMedRIS uses the UT Net ID system to allow initial access to
the electronic system, iMedRIS. If you or any of the key study personnel associated with
your study do not have a UT Net ID, then you will not be able to log in to iMedRIS. If
you have been issued a UTHSC email account, then you have a UT Net ID. Should you
need to look up your UT Net ID, open your web browser and type in the following web
address: http://directory.utk.edu:

meUNIVERSITY of TENNESSEE

AUTHENTICATION

Directory Services:

Lookup

Login

UPDATE YOUR ENTRY Enter a person or organization name:

Change Password ][ search | searchtips

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

Once the Directory Services Lookup screen appears, type in your full name in the search
field and click search. Locate your entry and note your assigned UT Net ID. If all key
study personnel have a UT username and password, skip to #3. However, should you
need to request any UT usernames and passwords follow the instructions outlined in #2.



http://directory.utk.edu/

2. To receive a UT username and password for a non-UT employee, a UT faculty/staff
member will have to sponsor the non-UT employee in the UT system. This may be
accomplished through the following steps:

a. The UT faculty/staff member should go to the UTHSC home page at
http://www.utmem.edu/

Click on “iLogin” at the top right of screen in the orange bar, near “Blackboard.”

Type in your UT username and password and click the “login” button

Click on “Administration.”

Click on “NetID Online Request/Renewal” and follow the on-line instructions.

Usually within a few days, the UT faculty/staff member will receive a UT username

and password that they may then forward to the non-UT employee.

g. Once the non-UT employee receives a UT Net ID and password, he/she must log in to
iMedRIS for the first time at https://risO1.utmem.edu and then immediately log out.
Next, he/she must contact Tricia Page at ppage@utmem.edu so that his/her
department access can be set up and the account can be fully active.

h. Once all key study personnel for a study have a UT username and password, you may
begin to register (convert your paper study to an electronic study) your current
UTHSC IRB approved study in iMedRIS by following the steps outlined below.

o Qo0o

3. Open your web browser
4. Go to the iMedRIS web site at https://risO1.utmem.edu/.
5. The iMedRIS log-in screen will appear:

iiViedRIS

Integrated Medical Research
Informational Systems

User ID:

Password:

| LogIn |
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6. Log inusing your UT Net ID and Password. If this is the first time you are logging in to
iMedRIS, once you have logged in, immediately log out and contact Tricia Page at ppage
@utmem.edu so that she can set up your department access and your account can be fully
active. Once your account is set up you may log back in to iMedRIS to complete your
registration

7. Note: For security reasons, iMedRIS will log you off after 30 minutes of inactivity.
There is a 25-minute warning that 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 clicked the “Save and
Continue” button on the top right of the screen before stepping away from your work.

@iRIS v Biledris
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) ]

Navigating iMedRIS:

8. Once you have logged in to iMedRIS, you will see your menu selections on the left side
of the home screen and your task lists to the right of the menu selections. Consider this
screen your dashboard. After you login, iMedRIS defaults to the “Incomplete Tasks” tab,
alerting you to any assignments that need your attention. However, if you do not see the
menu selections outlined below, contact Tricia Page, Program Manager for
iMedRIS at ppage@utmem.edu, and she will set up your account access so that you
may complete the electronic registration process.

¥iRIS by iMedRIS Account: Melody K. t_coord05 Payne, RN

I Department: GH - COM - Surgery - General Surgery % Home Logout @ Help
ntegrated
Research Information System

My Assistant .
¥ Assistan lﬁ Your current Department is GH - COM - Surgery - General Surgery
Study Assistant

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

-_S" Add a new study tlick on the Announcement Icon to view the announcements.
Worklist Filter:  All -
@ My studies Incomplete Complete Mot Opened Previously Opened
Tasks Tasks Correspondence Correspondence
o mmens

No tasks found

%\ Non-Study Submission

Forms
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10.

11.

12.

13.

The Home button on the top right of the screen will take you back to your iMedRIS home
page. % Home

The Logout button on the top right of the screen allows you to exit the iMedRIS system.

(%] Logout

The “Back” button in the top right corner of the screen will take you to the previous page.
DO NOT USE the back button on 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 top of the screen)
contains several navigation links (home, logout, & help) to assist you as you work in the
program.

The blue “My Assistant” button on the left contains your account information including
your CITI training, iMedRIS announcements, and operating procedures with links to
SOPs and help files.

The blue “Study Assistant” button on the left contains all the studies to which you have
access. In addition, it allows you to register your currently approved studies and submit
new studies for approval by the UTHSC IRB.

Reqistering your approved study (converting your paper study to an

electronic study):

14.

15.
16.
17.

18.

To register your study: Click the blue “Study Assistant” button on the left side of the
screen.

Click “Add a new Study”
Follow the online instructions.

Note: The registration is setup with 11 sections. Once you complete a section and click
“Save and Continue” to the next section, you will see 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 registration has many required
fields that 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 the previous
section and make changes, you will need to click “Save and Continue” before moving to
another section; otherwise, you changes will not be saved.

Section 1.0 you will type in the full title of your study and a working title (e.g., study
acronym or name of study drug). Once this section is completed click “Save and
Continue” to the next section.

Section 2.0 you will set up Department Access. With this question, you are determining
which departments have access to this study. If the study is distributed across more than
one department, add each department that needs access. Coordinators responsible for

Page 4 of 12




several departments need to note their default department. The person completing the
registration will have his/her 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. Once this section is completed click “Save and
Continue” to the next section. Note: If any of the study procedures are taking place at
Methodist Healthcare-Memphis Hospitals or at LeBonhuer Children’s Medical Center,
then Methodist should be added as a department. If any of the study procedures are taking
place at a UT Medical Group, Inc. facility, then UT Medical Group, Inc. should be added
as a department. If any study procedures are taking place at The Med, then The Med
should be added as a department. If any study procedures are taking place at the CTSI
Clinical Research Unit, then CTSI should be added as a department.

2.0 Add Department(s)

2.1 List departments associated with this study: @

ng:,at;y Department Name Add | &Removel

UTHSC - College of Medicine - Surgery - General

) UTHSC - Vice Chancellor for Research - Research Informatics

2. Section 3.0 you will add key study personnel associated with your study. List all study
personnel and the roles of each of these individuals, not just those obtaining informed
consent. The system does not automatically list the person completing the registration as
study personnel, so the PI’s and the Coordinator’s name must be entered. Once this
section is completed click “Save and Continue” to the next section.

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 I 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.

a. Co-investigator(s): Add each co-investigator to the key study personnel page.

b. Study Coordinator: In order for the Study Coordinator to receive study
correspondence, add the individual to both “Research Support Staff” and “Study
Contact”. Anyone added to the “Study Contact” section will receive all study
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C.

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).

Faculty Advisor: If you are a fellow completing a research study, then you will need
to include your faculty advisor’s name in this section.

Designated Department Approval: Add the name of the Department Chair to this
section.

Research Administrative Specialist: Add the appropriate Research Administrative
Specialist if any the activities described below will occur at the following institutions:
CTSI, Methodist LeBonheur Healthcare, the Med, and/or UT Medical Group, Inc.
These activities include identification of subjects through review of their medical
records; recruitment of subjects; consent of subjects; performance of screening
procedures; interventions or interactions with subjects; or collection of private
information about subjects. If none of the activities described will occur at any of
these locations, you do not need to complete this section of the application.

e CTSI Clinical Research Unit- Risa Ramsey, PhD, MBA, RN and Kathleen A
Pitts, RN

e Methodist LeBonheur Healthcare - Rexann G. Pickering, PhD, RN

e The Med - Maria van Werkhooven, BVM, FACHE

e UT Medical Group, Inc. - Derita Bran, RN, CCRC

Section 4.0 you will want to click the box for UTHSC IRB. Please note that IACUC is
not utilizing iMedRIS for electronic submissions. Once this section is completed click
“Save and Continue” to the next section.

Section 5.0 you will need to answer each question regarding the use of special hazards
and other information regarding your research study. Once this section is completed click
“Save and Continue” to the next section. (Note: the answers are already defaulted to
“no” .

Section 6.0 you will want to indicate the status of this submission for your study. In this
instance, you will want to click the 2™ line, “I am registering research that is currently
approved by UTHSC IRB”. Once this section is completed click “Save and Continue” to
the next section.

Section 7.0 In this section, you will indicate that there has been an IRB # assigned to this
research study and fill in the 4-digit IRB number in the box provided. Once your
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10.

11.

registration is approved you will receive a “new” IRB #. The new IRB # includes, the
last two numbers of the year that your study received initial approval, a 0, your current 4-
digit #, and one of the following abbreviations indicating the type of review your study
initially received. FB = Full Board, XP = Expedited, and XM = Exempt. For example:
05-01234-FB.

In addition, in this same section you will indicate whether or not there are any consent
form(s) associated with your research study.

Section 8.0 you will indicate the appropriate funding source for your study:
Federal/Foreign Government, Sponsor Companies, Medical Center/Universities, and Not-
for-Profit Organization(s). You will note that each of these sections has a drop down
menu for you to select the appropriate funding source. If your funding source is not

listed in the drop down menu, then you may type in the name of the appropriate entity;
alternatively, you may indicate that your study does not have a funding source by simply
hitting “save and continue” without changing any of the answer choices as the page
automatically defaults to no funding source. Once this section is completed click “Save
and Continue” to the next section.

Section 9.0 in this section you will provide a brief synopsis of your research study. In
each of the 6 boxes [Purpose, Rationale, Population, Design, Procedures, and Outcome
Measures] you will type in the appropriate information. Please note that all of the
information typed in each of these boxes should not total more than 500 words. Once
you have completed typing information in each of the 6 boxes, you will then copy and
paste the information that you typed in each of the 6 boxes in the text editor listed below.
Note: Be careful that the system does not log you out while you completing this portion
of your registration — See the information on page 3 of this document regarding iMedRIS
logging you out of the system after 30 minutes of inactivity. For this section it is
recommended that you type this information into a word document and then cut and paste
it into the electronic system. Once this section is completed click “Save and Continue” to
the next section.

Section 10.0 In this section you will first list the main investigative site and then you will
list any additional sites that you may be using to identify subjects through review of their
medical records, recruitment of subjects, consent of subjects, performance of screening
procedures, interventions or interactions with subjects or collection of private information
about subjects.

In addition, if you will need to indicate whether or not your research study is a multi-
center study. If it is multi-center, you will need to indicate the number of sites. If this is
not a multi-center study, then indicate n/a in the text box. Once this section is completed
click “Save and Continue” to the next section.

Section 11.0 you will be provided with a text box to include any additional information
that you wish to share with the UTHSC IRB regarding your research study. Once this
section is completed click “Save and Continue” to the next section.

You will see general information about the study, simply hit save and continue to move
forward.
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12. You will be asked to attach the application to the submission. To do this, hit the green
bar that says “click here to attach the application”. On the next page, make sure that the
open box on the far left hand side has a green check. Ifnot, check the box and hit “save
attachments” in the right hand corner. Once you do that, it will loop you back to the
same page. However, at this point the application is already attached. Instead of clicking
on the green bar again, hit “save and continue to move forward.”

13. From this section forward, you will be asked to attach your study documents.

14. Attaching documents. Any supporting documents such as the master protocol,
Investigator’s Brochure, recruitment materials, forms/questionnaires, and consent form(s)
will need to be attached to the application electronically. If you do not have an electronic
copy of the Investigator’s Brochure, for example, you will want to request one form the
sponsor or scan and upload it to your computer. Don’t forget that the Imagistics copiers
on the UTHSC campus can be set up to “scan to email” documents as a PDF. Note: You
will want to attach the EXACT information (text, documents, consent form(s) etc.)
from the most recently approved version (renewal or amendment) of the paper
study. For example, you do not need to attach consent forms that have already expired or
recruitment materials that you are no longer using. Attach the documents as you are
prompted. You will be asked to attach consent forms first (if applicable), then you will
be asked to attach all other applicable documents.

15. The same process is used to to attach any study document. To add documents to your
electronic registration, follow the instructions listed below:

a. Click the green “Attach Study Document” bar.

[) Click here to attach any study document.

b. There is an option to “Add Multiple Documents” or “Add New Document”. It is best
to add one document at a time.

Add Multiple Documents I Add New Document I ) Save Attachments

Create a
Version View File Title/Category Last Modified by Date Modified Revised
Document

i = iheow Edit/
v. View

No documents have been added.

c. To attach a single document, click the “Add New Document” button and the
following screen appears:
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& save Document |

View the
stamped
document

[
- iView the
*Document Title: ldocument

*Version Number: .0
Version Date: v
Category: -none- v
-
Description:
Load the document into iRIS: [ Upload ... ]

d. Provide the requested information (don’t forget that all information with a red asterisk
must be completed), and then click the “Upload” button.

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 |

e. Browse to the document location by clicking the “Browse” button. Then click “Save
the selected file”.
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16.

17.

18.

ﬂ Save Document

Master Protocol R View the ‘s/tl:m;gz
*Document Title: document document
*Version Number: 1 .0 ip]e]e

Version Date: 6/24/2008 '

Category: a. Master Protocol v

Description:

Load the document into iRIS: Upload ...

f.  The document will appear in the upper right hand corner. Then click “Save
Document”.

Once you have attached all of your study documents you will route the electronic
registration to the principal investigator to apply his/her electronic signature. (Be sure,
when prompted, to indicate that you have included all of the signatures. The system
defaults to “no” and you should change it to “yes”.

If you are the principal investigator, on the next page, scroll down to apply your signature
and select “approve” If you are not the PI, the principal investigator (PI) will receive an
email notifying him/her to log in to iMedRIS and sign off on an electronic application.

Next, the PI will log in to iMedRIS and look under the tab “Incomplete Tasks”. Next, the
P1 will click to open the study application. Once the PI has reviewed the electronic
application and determined that it is complete, he/she may type in his/her username and
password to apply his/her electronic signature. Note: For a registration, only the PI’s
electronic signature is required, the electronic signature of the co-investigator(s) and/or
department chair are not required as they are for an initial application.

EﬁRl’S by iMledRIS Account: Melody K. t_coord05 Payne, RN

Integrated
Research Information System

My Assistant .
v Assistan lﬁ Your current Department is GH - COM - Surgery - General Surgery
Study Assistant

-_S \ Add a new study tlick on the Announcement Icon to view the announcements.
Worklist Filter:  All -
@ My studies Incomplete | | Complete ‘ ‘ Mot Opened ‘ ‘ Previously Opened
Tasks Tasks Correspondence Correspondence

T —

%\- Non-Study Submission
Forms

Department: GH - COM - Surgery - General Surgery % Home E Logout @ Help

=/There are new system announcements since the last time you logged in!

No tasks found
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19. Once the PI’s electronic signature has been applied the registration will be sent to the
IRB office.

20. Once the IRB office has completed its review of your electronic application and
determined that the paper study matches the electronic study that you submitted, you will
receive an email via iMedRIS notifying you that the registration of your study in
iMedRIS has been APPROVED. However, should the IRB office require any additional
information you will receive an email via iMedRIS (as outlined below) notifying you to
log in to iMedRIS and access the study and the PI response form regarding
concerns/clarifications outlined by the IRB office.

Email subject: Pre-review Corrections
Dear ,

Regarding your recent submission to the IRB of the project entitled:
waaddzRepiaAlGt S€86

Before the IRB can review/approve this project, changes to your submission are requested.
Issues requiring a response have been sent to you electronically through the iMedRIS IRB web-
based software. You must respond to the changes using the Pl Response to Review form routed
to your incomplete task located in the iMedRIS system. Please log-in on the iMedRIS system at
the following url address in order to make the necessary changes:

https://ris01.utmem.edu
---Helpful Tips--

Changes to the Application:

When responding to the provisos concerning the application click on the green bar inside the PI

response form to make changes to the application. After clicking the green bar, select the

application on the upper left hand side of the screen. There will be another green bar, click on it

to create a revised application. The application will be listed on the next page. Click on écreate a

revisioné on the right hand side. Confirm that you want to create a revision. Once inside the

application make the appropriate changes. . S & dz2NB (G2 KAG aal @S FyR 02y
is made, and answer any additional new questions that may be presented after you have

changed any answer choices.

Changes to Consent Form(s):

Changes to the consent form can be done in one of two ways. 1. Changes can be made to the
SEAAGAY3T O02yaSyld FT2NXY 6AGKAY lher&fteayduche® Y o6& Of
out the document, make the appropriate changes, save the changes, and check the document

back in. Once you do this, you may compare the old and new document within the system and it

will highlight the changes for you. 2. You may upload a highlighted (tracked change version) of

the new consent form and a clean copy reflecting the changes. When the documents are
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21.

22.

dzLJ 2 RSRX LJX SI &S f I 06Sft Rleks&coosédilk cagoptiand HilielS R ¢
way, make sure that the revised document is attached to the submission.

Please do not hesitate in calling the IRB (901) 448-4824 if you have any questions.

Sincerely,

UTHSC IRB Administration

Note: you may not submit any additional forms or make any changes to your study until
the registration of your study has been approved. For example, you may not submit a
renewal application, revision, adverse events, recruitment materials etc. until the IRB

office sends you an email indicating that the registration of your study in the electronic
system, iMedRIS, has been approved.

You may contact the IRB office at 901-448-4824 should you have any questions
regarding the registration of your study!
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