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1. After clicking Signoff and Submit for any type of submission, you will be asked if the submission requires additional routing for approval.
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2. Change the answer to Yes if you have anyone in addition to the principal investigator who must sign off on the submission.  Please see the chart below for required signatures.
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3. If you need to send to anyone besides the principal investigator to sign off, check Yes and then click Save Selection and Continue the Signoff Process button in the bottom right corner.  
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4. Once you click Save Selection and Continue the Signoff Process button in the bottom right corner, all investigators, department chairs, and hospital chiefs will appear.  Make sure you check the box beside the people who need to sign off so that they are included in the routing for signatures.  If there is someone that you entered in Section 3.0 who does not appear on the sign-off list, you may click the Add Additional Personnel to the Routing List button.  Note:  if some investigator names do not appear, you did not include them in section 3.0 of your application, so you must go back and revise your study application.
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5. Once you click Save-Signoff Routing List, you will be asked to verify that the list above represents the finalize Personnel for review and sign-off.  If the list is correct, click Yes and then click Save-Start Signoff Routing.  If not, click No and select Cancel-Finalize Later or Go Back to Make Changes. 
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6. You will then see the screen below.  You may click OK or wait until the 10-second countdown ends, which will then take you to the PI Responsibilities screen.
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7. Review the PI Responsibilities and select Approve and then Save-Signoff.  
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1. Once you save after saying Yes, you will be routed back to the Study Workspace.  This page allows you to see your submissions.  To track your submission, scroll to the section All Projects.  Click on the arrow icon to view the project dashboard.  
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2. You can click on magnifying glass icon in the green Waiting for Signoffs box to get to the Workflow Tracking page to see where your submission is in the electronic process, who has still not signed off, and whether the IRB has received your submission.  
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3. Click the orange button entitled Pre-Submission followed by the “+” next to the words Pre-Submission on the left.
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4. Below, the Principal Investigator, Kim, has signed, indicated by the View Signoff box in the Task Actions/Details column and the words Completed to the left of this box.  Sign-off is still pending for Mary Susana Caver, Faculty Advisor, indicated by the Pending Signoff box in the Task Actions/Details column. Note that the department chair is not listed on this page.  In addition, the IRB will NOT receive the submission until all persons in the routing assignment list, including the department chair and/or hospital chief have signed..  If you want to change your routing assignment list, you can click on the Modify Signoff Routing List icon in the Task Action/Details column and re-save your list
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5. If you want to change your routing assignment list, you can click on the Modify Signoff Routing List icon in the Task Action/Details column and re-save your list]

6. After the submission has been routed to the IRB, the project status will appear on the Study Workspace page.  You can view what step your submission is in the pre-review process by clicking the Steps icon in the Actions column. 
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7. After the IRB has received your submission, the Outstanding Submission information will no longer be available on your study’s home page. 
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8. You must go to your Submission History to get to the Workflow Tracking page
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9. Then, click on the Track Location button.
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10. You can then see the status of your submission again.  You can also see who was assigned as your analyst in the IRB office by clicking the highlighted button that describes where your submission is in the review process.  If you have questions about your project, call and ask for this person as she will be the most familiar with your project.
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11. If you log out of iMedRIS and want to find your project again, log into iMedRIS.  On your home screen, under My Workspaces tab on the top left of the screen, hover over/highlight Study and then click on View and Manage My Studies.  Note that if you are already in the Study tab, you can also click View and Manage My Studies under the Featured Project Operations section at the top of the page.
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OR 
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12. You will see your list of studies/projects.  Click to open the study you wish to view.
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13.  This will take you to the Submissions screen.  Click Submission History and then Track Location as described above.  
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1. If you are the principal investigator or a co-/sub-investigator submitting to the IRB, you will be asked to sign off on the submission after you finish the routing assignment list.  
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2. Click “Approve” if all of the submission components accurately represent your project, and click Save Signoff.



3. If you did not submit your project’s form to the IRB, but you need to sign off, you will have a Submission Routing Signoff notice on your iMedRIS home page under the tasks panel.
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4. To directly sign off from the task panel, click the Open icon next to the Submission Routing Signoff.
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To see more information about the study (such as project status, project title, Principal Investigator, etc.), click the study tasks tab.  You will then have the following view:
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You will still click the Open icon next to the Submission Routing Signoff.


5. You will see a page similar to this with your project’s submission components:
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6. Click “Approve” if all of the submission components accurately represent your project; enter your NetID and password; and click Save Signoff.




14
Routing, Workflow Tracking, & Signoff Guide
06 March 2022
image3.png
e Principal Investigator(s) (PD;

all Co/Sub-Investigators;

e Department Chair if Pl is a UT student/fellow/resident/employee/faculty
Form 1. New Application member;

Faculty Advisor if Pl is a student, fellow, or resident; and

Hospital Service Chief (for Regional One Health studies)

Response to recommendations/provisos for any

o Pl or Co/Sub-investigator
submission form

e Pl or Co/Sub-investigator; and
Form 2: Change Request and Amendments « Any newly added investigator
Form 3: Continuing Review
Form 4: Reportable Unanticipated Problems/Events
Form 6: Advertising/Recruitment Materials
Data Safety Monitoring Board/Annual Reports Pl or Co/Sub-investigator
Pre-Audit Submission Form

Submit Miscellaneous Documents

Form 7: Study Closure




image4.png
Setup for Submission Routing and Signoff

Does this submission require additional routing for approval?





image5.png
‘Setup for Submission Routing and Signoff x

This screan anables the callecin of Ky Personnel and Addional Personnel fo Review and Signof. The Chac box "Checked”
Indicates the persan 5 ncluged 1 the S roces. The Check box -Unchecked Indicatss he prson f nok ncuded i the Signoft

procase, The Ada AGdionsl ersonnelbution 1+ e to earch fom the ueer dtabsce and ad them £ e rautng . Th orger of

Selec the Key Personnalfor Submisslon Routing and Signoft:
rcstsn sgproea ama =
a J T ——, [S——

ignoft: ‘At Adtonal Personnel o s Routing List

‘Select Additional

rsonnel for Submission Routing and

ludeln  oraer  Approves Name e
a ) U hshiey Thompson, Ma, ccre.





image6.png
x

‘Setup for Submission Routing and Signoff

This screan i for reviewing the signoff routing It You must answer "es" or"o" t the inaizatln of the Personnal. O the "Yes" selection s made
Start Signot Rting" wil stare he routing s and then

O e S S s e o e Gk, ok e e
e i bt reu( Cokin .G Back ke Changes: wlh oG yo bk o Sokin Tt 1. Chkn e Carkl - Pl

Finialize List of Personnel for Submission Routing and Signoff:
Orser  approvea name Rote

P ——

P ————

principal Investigator

Department Chair

lease verity the st above represents the finaized Personnel for review and signoff?  ® Yes O No

(S S St Ry

G rraer ] ([Gobe v





image7.png
You are required to signoff on the submission.

You will now be redirected to the signoff screen to 2pply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress.





image8.png
PI Respon:

Iin submitting 3 new study project application or revision for review and approval by the UTHSC IR, as principal Investigator you agres to assume the follows
Subjects and UTHSC IR policies and procedures:

1o conduct the research according to the IRB-approved protocol;
2. 7o abtain and document the informed cansent and/or assent of subjects or subjects’
Fequirements have been altered o waived by the IRB;

3. o abtain prior approval from the IRB for any modifications of previously approved research, Including modifications to the Informed consent process and documents, except those necassary to
31 To ansure that progress reports and requests for continuing review and approval are submitied In the time frame and the manner prascribed by the IRB, but noless than once per year;

5. To provide the IRS with prompt reports of any unanticipatad problems nvolving risks to subjects or others, Including adverse events and protocol deviations;

6. To provide the IRB with prompt reports o serious or continuing noncompliance with the fedaral regulations for the protaction of human subjects or the requirements or

7. To notify the IR regarding the completion of the study /project;

5. To maintain study/ project records for the specifc langthe of time denoted In the IRB's "Responsiblities of Tnvestigators” policy regarding all racords, consent forms, drug study records, and device study records;
9. 7o assure that al collaborating investigators and other key research personnel involved in the research study/project are fully informed regarding: (a) the study/project procedures; (b) informed consent requirements; (c) the potential adverse events associated with study/ project
partcipation and the steps necessary to minimize potential risks; () reporting requirements for unanticipated problems; and (a) data collsction and record-keeping requirements;

0. To assure that all key research parsonnl personally complete required training regarding the protection of human subjacts prior to thelr nitation of study, project actvities;

11 To disclose to the IR all conflcts of Interest 35 defined In Insttutional policy that may relate to the conduct o the researchy and

12! To permit inspection and audit of all records related to th conduct of the study project by authorized representatives of the IR and departments or agencies supporting or conducting the research.

responsibiitis and to aithfully execute them in accord with applicable federal regulations for the protection of human

gally authorized representatives, using the UTHSC IRB-approved Informed consent process and documents, prior to the subjects' participation In any research procedures, unless these.

iminate apparent immediate hazards to subjects;

terminations of the IR8;

e e O RS, ® oo Openy




image9.png
All Projects Recently Used Project Status.

5 result(s) found

project e
project satus #8 Expration

[

6]

heteries, Jonn Ly,

-t

principat
Investigater

vider

cash, P

Appiications

Appiications

4

4

4

4

8
g
8
8
Mm

Gony





image10.png
g Study  Submissions

My Workspaces wiams, meary pate, |

project it

Protoco Items

oject Application

® loformed Consents +

®  Other project Documents >

®  Submissions History

®  Project Correspondence

[ —"

®  Crs1: UTHSC Collction of First Informed Consant Date

initial Review Submission Form

@ Routing Form for Form

Request ype.

N

waiung [FEEES]

i on the nypein e view ne supmisin.
B Routing Form for Form 1: Initial Review Submission Form





image11.png
My Workspaces

L]

viams, rmeary patc,

Study

Workflow - Submission Tracking

pre-Submission

Task Acton; Detals

002y(s) 0 Hour(s) 0 Minute(s)




image12.png
5 bre.submission 1 Day(s) 20 Hour(s) 54 Minute(s)
conpss o o o Fr 1+ il e SumisionFrnis v b e [ oayurnge
Pl—
J— R oo 1 i R Sl For o o e ity s Wi, NS JE—— o s
. . p—
st i oo 1 i Rt S For o o e ity s Wi, NS [T P - oo
vt | (SRR | s sarmes et o S [N R ——— oy e
Pl—
J— S P ovoqtzz s AN ST | avos2oz ikssa M ST o s
vt | ) | s o v, 5 8 iy A rim s s sl [ oyt e





image13.png
@ ows umscre

Routing Form for Form
Submission Form

Wilams, Kimberly atrice, S

st

Incompiete Tasks

031062022 11:4244 a0 | % ‘Open Steps to

Complete
steps

B pre-susmission

competed

competed

competed

Receives | ([ Moaty Signott Routing List

competed

Receivez pencing Signott

Retractsubmission

Routing Form f Form 1 Il Review Submisson Form s waitng to b submitted

Routing Form fr Form 1 Il Review Submission Form has been reracted by Kimbary Patnie Willams, MS.

Routing Form fr Form 1 Il Review Submission Form has been reracted by Kimbary Patnie Willams, MS.

Assion Dapartment Persamnel for Signoff

Kimberly Patrice Willams, MS s Principal Investigaor rview and apply signaft

Mary Susanna Caver, MS as Faculy Adviso review and apply signof?

03/04/2022 02:08:32 b1t ST

03/06/2022 11:27:10 A cST

03/06/2022 11:41:38 aM cST

03/06/2022 11:42:44 AM cST

03/06/2022 11:43:25 aM cST

03/06/2022 11:43:53 am cST

prep—

03/06/2022 1:42:44 A CST

03/06/2022 11:27:10 A CST

03/06/2022 11:41:38 A CST

03/06/2022 11:43:25 A CST

03/06/2022 11:43:34 A CST

1Day(s) 20 Hour(s) 54 Minue(s)

Day Hour Minute
o o o

Day Hour Minute
o o o

Day Hour Minute
o o o

Day Hour Minute
o o o

Day Hour Minute
o o o

Day Hour Minutes
o o s





image14.png
Protoco Items

®  Submissions History

®  Project Correspondence

®  project appiication

® loformed consents +

=

® otner project Documents >

Location| Number Reausst Tvpe

There are no outstanding submissions.





image15.png
(@ Routing Form for Form 1:Intial Review
Submiseion Form

& |omscus

it n Frocess || Completed Submisions || Submisions ekirned it harges EE—"
i N — ——— P — P S P

03/04/2022 02:58:55 b1t
r





image16.png
1R8 Number:  20-06471| project Assistant

My Workspaces & PI:  Guy, Kimberly

UTHSC IRB

‘Task Action/Detalls. Task Name. Date Completed Total Time

0 Day(s) 15 Hour(s) 19 Minute(s)

Pre-Submission
0 Day(s) 0 Hour(s) 7 Minute(s)

B urnsc e

Received UTHSC IRB received the submission 09/27/2020 12:02:06 P Day Hour Minutes
Completed UTHSC IRB assigned a Pre-review action of Exempt. (“:;/TZ”Z“Z“ 12:07:57 PM (ﬂ:;/rUIZDZD 12:07:57 PM Daﬂy Hnunr Mmuée
Received Kimberly Guy has been assigned as the analyst 09/27/2020 12:20:39 PM | 05/27/2020 12:20:39 P Day Hour Minute





image17.png
View and Manage My Studies

[ ew and tange y St





image18.png
s

Study

Featured Project Ope:

Create a New Project

Start 2 Submission Form for one of My Projects.

View the Submission History for one of My Studies

[ |
[ |
[ View the Curren: Approvals for on of My Studies |
[ |
[ View and Manage Hy studes |





image19.png
Protocol Ttems

®  submissions History
®  project Application

®  Project Correspondence
® Informed Consent »

® Other Project Documents > & | oustanaing susmissioncs)

Process
mm Reauest Ty ST

There are no outstanding submissions.




image20.png
EH S [S3d

FLE HOME  INSERT ~ DESIGN  PAGELAYOUT ~ REVIEW ~ VIEW  ACROBAT Thompson, Misty M ~ LI < hitps://imedris-dev.uthsc.edu/Application_Main jsp?: © iRIS: Application Home
cut o T x x| nae | A N HoFind - File Edt View Favorites Tools Help

ﬁ (CambriaBodh *J12 ~| A A" | Aa- | R 2l 9 | nagbccde AaBbCcI AaBbCel AaBbCCI AaBbCc | o -

Pasts G AL b ac Replace Hello Misty M Thompson, PhD,.

S e BT U ax o A-¥-A- S | NoSpadng TNomal  Stwong |TlstPara.. 1T0CHe

THE UNIVERSITY OF !
[3 Select - ur TENNESSEE ‘your last login was @Help & MyProfile ~

12/20/2018 08:39 AM CST
Clipboard 5 Font 5 Paragraph 5 Styes 5 Editing
Project Assistant
My Workspaces =

2. Click “Approve"” if all of the submission components accurately represent your project,
enter your NetID and password, and click Save Signoff. N

Project Assistant

- v B O ®

Find Project My Appointments Department
Schedule

3. If you did not submit your project’s form to the IRB, but you need to sign off, you will
have a Submission Routing Signoff notice on your iMedRIS home page (as soon as you
log in, you will see it).

Routing, Workflow Tracking, & Signoff Guide 11 All Tasks  outstanding Completed
20 December 2018
Task List: 4l
”
17 result(s) found... 1-10p
Shetoore “ S
12/19/2018
®y ‘Submission Routing Signoff a2 om et Misty M Thompson, PhD, CCRP as Principal Investigator review and apply signoff
™ e ubmiocion Fesponee 1211872018 UTHSC IRE Committee Section 03 returned the submission with the outcome of
= o 102:29 PM CST. |Approval pending response to Admin. Provisos.
e [—— 11/29/2018 Misty M Thompson, PhD, CCRP has been sssigned as the Primary Reviewer for an
4. When you click on Submission Routing Signoff, it will expand and show you your =4 04:09 PM CST Exempt Review on the Routing Form for Form 1: Initial Review Submission Form
signofftasks. /2912018
o ® lanalyst Assignment baray om et Misty M Thompson, PhD, CCRP has been assigned as the analyst.
e .
o6/25/2018
o X [ — oszsraons Wity M Thampson, PhD, CCRP s een asigned s the analet
A e e ey —
® lanalyst Assignment Borae am gt Misty M Thompson, PhD, CCRP has been assigned as the analyst.
o6/25/2018
PAGE12OF13 1055WORDS [ S ®y lanalyst Assignment n:{ ‘j/AM o Misty M Thompson, PhD, CCRP has been assigned as the analyst.
w 843AM ||
=R al nment [per2s/2018 st ‘ompson, ‘as been assigned as the analyst
1 ® lanalyst Assignment Bora am ot Misty M Thompson, PhD, CCRP has b igned as the analyst.
v
N lanahset Aecinnmant 06/25/2018 o nccinnad ae tha anahwet





image21.png
BHS OQ-
HOME

FILE

i

Paste

cut

< Format Painter

Clipboard

PAGE12 OF 14

-,

<

INSERT

Routing Workflow Tracking and Signoff-12-9-16 [Read-Only] - Word
PAGELAYOUT ~ REVIEW  VIEW  ACROBAT

2 K A Aae A s Horind -

(Cambria (Body ~[12 ~| A & A2~ % 20 T nagbcebc AaBbCCI AaBbCel AaBbCel AaBbCc | feplce
I U s A-YA- 0. NoSpscing TNommal  Stong TLitPara.. TTOCHe. N Setete
Font 5 Paragraph 5 stytes 5 tdting

1072 WORDS

i

4. To directly sign off from the task panel, click the Open icon next to the Submission
Routing Signoff.

All Tasks  outstandi

Completed

17 result(s) found

Clickto open Task Type

‘Submission Routing Signoff

Submission Response.

Reviewer Assignment

To see more information about the study (such as project status, project title, Principal
Investigator, etc), click the study tasks tab. You will then have the following view:

Routing, Workflow Tracking, & Signoff Guide 12
20 December 2018

Thompson, Misty M -

—————+ 100%

=N

1

855 AM

5 hitpsy//imedris-dev.uthsc.edu/ Application_ Main sp: <5 ifIs: Application Home

Hello Misty M Thompson, PhD,
your last login was
12/20/2018 08:39 AM CST

Project Assistant

@rep 8 MyProfile ~

——
I TENNESSEE

My Workspaces =

FindaProject My Appointments Department
Sohedule
Study Tasks Completed
Task List: [a ~
All Tasks Study Tasks
17 result(s) found... 1-10p
Project Tile — -
rincipa
Click to apen Task Type I Review Board RB Number 2 eation
Working Title
Human Cel Line
%] submission Routing Signoff jL2itei203s)
&y 04:20 pm CST
cells Thompson, Misty M, PhD, CCRP ol
8| |submission Response [12/18/2018 Approved = o study sepez0 201
|aS) 02:29 pm CST
8 Drug study Thompson, Misty M, PhD, CCRP UTHsC RB 18-0000-F8
A Reviewer Assignment 11/29/2018 Pending - Submitted for FB Drug Test
=4 < 04:09 PM CST Initial Review
FB Drug Test Thompson, Misty M, PhD, CCRP uTHSC IRB
Reviewer status: 0 out of 1 reviewers are completed 8 Drug Test
S P! Pending - Submitted for
= 11/25/2018 Inital Review
Analyst Assignment s FB Drug Test Thompson, Misty M, PhD, CCRP uTHSC IRB
o Reviewer status: 0 out of 1 reviewers are completed |Outcomes in Hirschsprung's Disease: correlating pathology with symptoms.
a5 06/25/2018
‘Analyst Assignment e HD Pathology & Sxs Gosain, Ankush, MD, PhD, FACS, FARP  UTHSC IRB. 16-04506-XP 10/16/2015
R ot s e conpiet | Defining irschsprung-associated enterocolits: a multi-nstitutional retrospective study
B 06/25/2018
Anlyst Assignment e Defining HAEC Gosain, Ankush, MD, PhD, FACS, FARP  UTHSC IRE 16:04716% 05/08/2015
o Reviewer status: 0 out of 1 reviewers are completed | International Pediatric Stroke Study (IPSS): Towards the Establishment of Standards of Practice and the Initiatio.
a5 06/25/2018 Ridiey-Pryor, Tracee, DNP, APRN, PMHNP- o
‘Analyst Assignment e e iess o UTHSC IRB 15-04106-X 07/25/2018





image1.png
SCIENCE CEN

Sy 1ty et et

E UN

El
HEALTH SCIENC

or





image2.png
Setup for Submission Routing and Signoff

Does this submission require additional routing for approval?





