KUALI COEUS GRANTS QUICK START GUIDE

Submitting a Proposal Development document for a
Commercial Clinical Trial

A Proposal Development document will route to the Office of Clinical Research if the Sponsor or Prime Sponsor is
Commercial AND no federal money or money from another institution is involved. In order to ensure the document
routes correctly, please ensure that:

e The accurate sponsor is entered
e The accurate Prime Sponsor is entered, when applicable
e The Clinical Trials? checkbox is selected

A Validation Warning message may generate before the Proposal Development document is submitted into routing if
these criteria are not met. The message will state, "The Clinical Trials checkbox is selected but the Prime Sponsor has
not been entered. Please enter a Prime Sponsor if applicable." If this message generates, please review the Proposal
Development document and update as needed.

For specific questions regarding a Commercial Clinical Trial, please contact the Office of Clinical Research contracts
team:

Phone: (317)278-2546
Email: ocr@iu.edu
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STEP 1: Create a new Kuali Coeus (KC) Proposal Development document to route a Clinical Trial Agreement (CTA)
e Open Grants and Contracts Kuali Coeus from One.lU.edu
e Click plus sign icon to Create a Proposal

qJ INDIANA UNIVERSITY

| One.lU

search, click, done. Browse Categories ~

Grants and Contracts
Kuali Coeus (All IU Campuses)

w INDIANA UNIVERSITY

KC Grants

Welcome
Search View Search for
FAQs Action List Documents

Researchers Unit/Department Central Admin

w Proposals & Budgets

Create a Proposal + qQ

Proposals in Progress Q.

Proposals EnRoute Q,

Find Budgets Q
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STEP 2: Complete Required Fields for Save

Enter Description
o Enter ‘CTC and a brief description of the proposal
o Example: CTC, New XYZ Pharmaceutical Contract
Select Proposal Type - Select New for CTA/Subcontract
o If routing an amendment for Pl change then select the Proposal Type of Revision.
o If routing an amendment for budget increase then select Supplement.
o If both Pl change and budget increase, select Supplement.
Enter Lead Unit
o Format (all caps) = Campus-Unit
o Example: IN-HEMO
o NOTE: This field becomes uneditable after initial Save
Select Activity Type of Service/Other
o Thisis the required Activity Type for all commercially funded CTA’s
Enter Project Title
Lookup or Enter Sponsor Code
Enter Project Start Date
Enter Project End Date
If Proposal Type = Revision then MUST select a Revision Type
o Select Supplement if the amendment includes additional funds
o Select Other for all other amendments
Click Clinical Trial? Checkbox
Enter Sponsor Deadline Date
Select Sponsor Deadline Type
Enter Prime Sponsor ID if the funding source differs from main sponsor
o Ensure Prime Sponsor (i.e. pass through source) is entered when applicable or the Proposal
Development document may not route correctly to the Clinical Trials Contracting office
Click Save
NOTE: The Proposal Development Document Number (Doc Nbr) at the top right of the screen is the
main identification number used for the routing proposal

Propeosal Development Docament | " Initiator £ Created: o802

5 | Key Personnel | Special Review | Custom Data | Abstracts and Altachments | Questions | Budgel Versions | Permissions | Proposal Acions | Medusa

Doc aTseIe03 Statusi |1n Fr

teartar
Sponsor/528 GOG CORPOAATION Nore I [Cane

Sponsor Deadhine Time:
= Notice of Opportunity: | seiec =]

CFDA Mumbar; A~
e i Opportunity 10
L=] Sponsor Froposal 10 [GoG 100
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STEP 3: Enter additional optional fields if applicable
e Enter Sponsor Proposal ID if there is a sponsor identification number tied to the contract

e Enter any applicable delivery/mailing/submission information in the Delivery Info panel
o A Sponsor contact may be entered in the Mailing Name & Address by adding the contact to the
rolodex OR the information may be manually entered in the Mail Description box

e Enter any other fields as needed

Doc Nbr: 47583502 Status: |1n Frogress
Proposal Development Document () Initistor:  toarter Created: 08:21 44 0372172014
Sponsor/S28: GOG CORPORATICN/ None Plz Carter, Tracey L
%25 | Key Personnel | Special Review | Custom Dats | Abstracts and Attachments | Questions | Budget Versions | Permissions | Proposal Actions | Medusa
= Document was successhlly saved
expand o8 | ["eoages 3
* required field
Document Overvies o ;
| Bequired Fields for Saving Documaent ¥ shom |
{
| sponsor & Pragram Informatian e |
Spansar & Program Information B
Sponsor Deadline Date: 5a/Iuz018 Sponsor Deadline Time:
Spomsor Deadline Type:  Target =] | Watice of Dpportunity: | ssiect =]
Sponsor Name: GOG CORPORATICN CFDA Number: LA |
Prima Sponsor 1D; 61756 v Opportunity 10: |
NSF Science Code:  select [=] | sponsar Proposal 1n: (505 102 |
Sponsor Div Code: Does this proposal include subaward(s)?:
Anticipoted Award Type: _select =] Spansar Program Codes |
Agency Routing Identifier; Prev Grants.Gov Tracking 10: |
Opportunity Title:
b
Program Guidelines URL:
[ organization/Lecation » show
" subawards » shom
| Delivery Inis ~ hide
Delivery Info 7]
Mail By: | select =] Type: | select =l
Mail Account 10: | ] / Wumber of Coples: |
Mailing Name & Address: [select) LY Mail Description:
e
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STEP 4: Enter Key Personnel
e C(Click Key Personnel tab
e Click Employee Search icon
o Enter Last Name, First Name or User Name and click Search button
o Click Return Value for appropriate search result
o Select Proposal Role
o Click Add Person button
e Repeat steps for all Key Personnel on the project
NOTE: One Principal Investigator is required on all Proposal Development documents
NOTE: Do NOT answer the Certification Questions unless you are listed as a Principal Investigator or Co-Principal
Investigator; these questions should be completed when the Proposal Development document routes
e Enter Combined Credit Split information
e  Click the Default Distribution button if 100% credit will be distributed to the prime Principal Investigator and
Lead Unit and the calculations will automatically populate

Doc Nbr ATSAIS02
Proposal Development Document | Saiilater: — v
Sponsor/S2S: GOG COAPORATION None L Carter, Tracey L
Proposal 535 Special Review Custom Data Abstracts and Attachments Questions Budget Versions. Permissions Proposal Actions Medusa
= Document was successfully sa yeed.
S
* required field
Add Key Persan / ?
% o varey & TProposal Role: [selec =]
Principal Investigalor is a required field prior to submission. Only one PI is allowed.

Combined Credit Split
Intellectual = FRA Revenue .

Carter, Tracey L 100,00 100.90
IN-HEMO - HEMATOLOGY/ONCOLOGY 100.00 100.00
UA-RSCH - RESEARCH ADMINISTRATION 0.00 [ .00
Unit Total: 100.00 10000

Totaks
Investigator Total: 100.00 10000
i ) (o o o) (G
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STEP 5: Enter Special Review
e Click Special Review tab

e Select Type of Human Subjects

e Search or Enter IU Protocol ID if applicable OR
e Select Approval Status of Not Yet Applied if IU Protocol ID has not yet been created

e Enter Comments if applicable

e Click Add button

e Repeat steps for all Protocols on the project

Proposal Development Document |-

Doc Nbe:
Initiator:

47583902
tearter

Froposal | 515 ngnnmurcmnmnm Abstracts and Attachments | Questions | Budget Versions | Permissions | Proposal Actions | Medusa

Special Review - e

Special Review

TU Pratacel ID

Application Date

Approval Date Expiration Date Exemplion &

* Type * Approval Status
select =l [selea =]
Add:
Comments:
Human Subjects | ot yet agpied [=]
1
Comments:

b

| Created: |08:21 AM 032172014
Sponsor/525: GOG CORPORATION None

Status: |In Progress

PI:  |Carter, Tracey L

intagne a1
* required feld

expans an

Actions

)

STEP 6: Enter Custom Data information

e Click Custom Data tab

e Enter Account ID(s) if Account Number(s) exists in KFS
e Select Grant Services Team of CTO

Doc Mbr: 47583502 | ‘Status: |In Progress
Proposal Development Document |- Initiator: foater | Created: |08:21 aM 03211201
| Sponsor/S2S: GOG CORPORATION/None PIz |Carter, Tracey L.
Proposal | Sa% D“—'—“—‘ Questions | Dudget Versions | Permissions | Proposal Actions | Medusa
= Document was successfully saved.
TRl T
* ragured fuld
Additional Project Data = \
Full Group Mame: Addibonasl Froject Data
Date Assigned (Format HH/DO/ OO | 8
Megotiation 10: | 5
Record Resides With: | seloct =]
| Gramt Services Team: (1o (=] |
Grant Services Administrator: | select Eu
APPS! | Yes Ne
Proposal Contract Officer: | selact ELJ
0 Roview Camplab (Format HH/DO/YYYY): =
Intarnal VPR Administrative Doadline Missed:  1zs o
Internal VPR Technical Deadime Missedi  ves  no
o ot F@
| Accaunt 1D{s): 450001 |
Umited Submission Number: |
Subject to Alternative Minimum Wage (EQ 13658} ves O Mo
J
sve | (_reiona ) (oem
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Step 7: Attach Contract, Budget or other applicable documentation AND Add Notes
e Click Abstracts and Attachments tab

e Show Internal Attachments panel )
Please attach the following documents
e Select Attachment Type of Clinical Trial Contract/Budget & as available:

e Enter Description - Agreement (CTA/Amend in Word Version)

. - Sponsor Budget (Draft is OK)
* Browse and Attach file - Clinical Trial Protocol

e C(Click Add button - Informed Consent Document (Draft is OK)
e Repeat steps for Clinical Trial Protocol if applicable - Internal Budget (Draft/Estimate)
e Add any additional attachments necessary
e Show Notes panel if any internal notes should be added to Proposal Development document
e Enter Note Topic
e Enter Note
e (Click Add
o If anyone from the department would like to be included in the correspondence with the Sponsor,
the following Note should be added:
= Enter Note Topic of, “Contact Person”
= Enter Note Text of, “Please include {insert name and email} on all correspondence with the

4
sponsor.
Doc Mbr: 47583502 Status: In Progress
Proposal Development Document - Initiator: |tganes Created: 02:21 AM 03212018}
. Sponsor/S5235: GOG CORPOSATIONNome PI: Carter, Tracey L

Froposal | 525 | Key Personnel | Special Review | Custom Data Questions | Budget Versions | Permissions | Proposal Actions | Medusa

expand wa | [ cotispue s
= required field

Proposal Attachments (0) ¥ show
| Personnel Attachments (8) ¥ show

[ internal Attachmaonts (1) = he

Add Internal Attachments

Posted Timestamp Uplaaded By * Attachmant Type Descriplinn | File Hame 1 Actions
Add: | setect: 3 Browse | Mo file selected g
6
1 03IY2018 01113 FM Carter, Tracey L Clinical Trial Contract/Budget Dvaft Contract B o_tesToar view | [repiace | [Selete | [ viem/eat rghis
Oownioad ah

[ Abstracts (0) » show

[ motes (2) = hade

Posted Timestamp Author * Mote Topic * Note Text | Actions.

0

Carter, Tracey L Impartant Note This it an important note for the CTC office

Carter, Tracey L Conknct Person Fesse include Joe Smith (jsmith12345@w.edu) on all correspondence with the sponscr.

save rebad || cheme
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Step 8: Complete Questions
NOTE: The Proposal Development document cannot route until all questions are complete
e Click Questions tab
e Show Proposal Questions panel
e Answer every question that displays

" Doc Nbr: 473835902 Status: In Frogress
Proposal Development Document Initiator: | tcarter Created: |08:21 AM 03/21/201¢]

| Spomsor/S25: GOG CORPORATIONMone I  |Carter, Tracey L
Proposal | 5% | Key Persomnel | Special Review | Custom Dats | Abstracts and Attachments Budget Versions | Permissions | Proposal Actions | Medusa

= Doosment was successfully saved.

Are other 1U campuses, schools, of unils involved? 11 Yes, add unit{s) to Other 1U Unit(s) subpanel in the OrganizationLocation panel of the Proposal tab. You do not need to add additional units lor a Co-PI or P1/Multiple. Additional units are required for Key  Mam toamatan
Personnel who are aot in the lead unit.

Does this project kave an international connection: that is, collabaration with intersationally-based collaagues or Institutions: significant activity cutside the United Statas; or pertain toplcally to countries, reglons or populations outside the United States? (Usod Mer ietsrmesen
by the International Affairs Office.)

Yes @ ho

| Are human or non-hisman primate anatomical substances used (includes tssues, cells, and Nuids)?

Step 9: Enter Budget (contact the Office of Clinical Research (ocr@iu.edu) with any questions regarding budget
calculations, rates, etc.)

e C(Click Budget Versions tab

e Enter Name

e (Click Add

e C(lick Open

Status: |In Progress
Crealed: 02:21 AM 03/21/2014)
Pl Caner, Tracey L

Proposal Development Document I_"

sy, [roy) fRopiesEg : - prinsi e _ e o

Budget Versions (07/01/2016 - 06/30/2019) [ewoe|

Budget Versions

L, (G L T - T =l S ool [z == 1 \,~\ e
il | PSR VT | MTOC
| Cost Sharing: 0.00 Last Updated: Mar 21, 2016 1:31:55 PM
| Unrecovered FRA: 0.00 | Last Updated By: tcamer
save | miad | [ close

e Update Period 1 End Date to Project End Date
o Delete any Periods beyond Period 1
e Enter Direct Cost and IRB/OCR fees in Direct Cost field
e Enter Indirect Cost in F&A Cost field
o F&A Cost = 36% of total, excluding any IRB/OCR fees
e (Click Save

Proposal Routing for Commercial Clinical Trials in Kuali Coeus Grants 8
Last Modified: April 22,2016 Updated by OCR: September 5, 2023



e A message will populate stating, “Changing the budget period dates will result in changes being made to line
item expenses and recalculation of the budget. Do you want to proceed?”
e C(lick Yes

| Dechbn 470350z | Statuss savio
Budget Document | (5] [ Intiator: teater | Created: 08:21 AN 03/21/2016]

Budget Mama: GOG Budget Version #: |

* required field
id]

Busdget Dverview

- hide ¥
Budget Overviow 7]
Project Start Dale: 07/01/2016 HModular Budget?
Project End Date: 05/30/201% | Residual Funds: |
Total Direct Cost Limit: [ Total Cost Limit: [
Budget Status: | Incomplete - Unrecovered F & A Rate Type: | MTOC =]
Final? FBA Rate Type: | MTDC [=]
On/0ff Campus:  Default [~] Submit Cost Sharing? |/
Comments:
s
" Budget Periods & Totals wae] L |
Period Start Date Period EndDate | N 0F Total Sponsor cost Direct Cost FRA Cost Unrecavered FaA Cost Sharing Coxt Limit Direct Cost Limit Actions
Add: =] [ gi=] 200 [ .00 .00 [ %.00 [ 0.0 [ .00 | .00 a0 |
1 myws 120 .00 L 100000 = [ 000 [ [ [ 000 000 uﬂ/
2 oy 3 sz 28 0.00 [ [ I 000 E: 0.00 | [T [ 000 0.00 a-/
3 iR & ] 120 0.00 [ [ [ [ [m 000 = .00 [ 0.0 [ cesne.
07/01/2016 | 06/30/3015 36.0 | 0.00 | o.00 | 0.00 0.00 | 0.00 | recakubiee
7 )
s o pariods. ) ( el ol periods. | (et perein) ( save ) (_reiowd ) (Doss
e Click Final? checkbox
e Select Budget Status of Complete
e C(lick blue Return to Proposal button
o< Wb 47333502 Status: SAVED
Budget Document | . } I I

Initiator; icarter Created: |08:21 4 03312019

| Budget Name: GOG Budger Version #: 1
Budget Versions | Parameters | Rates | Summary | Personnel | Mon-Persomncl | Distribution & Income | Modubar Budget | Budget Actioms

» Document was successfully saved. \

* reguired fisld

Budget Gverview - i
Projact Start Dite: 07/01/2016 | Modular Budget?
Project End Date: 04/30/201% Residual Funds: |
Total Direct Cost Limit: 0,00 Total Cost Limit: I 0.00
Budget Status: | Complate = Unrecovered F & A Rate Type: | MTDC =
Final? FRA Rate Type: | x
On/0ff Campus:  Dafault = | Submit Cost Sharing? | 7
Comments:
i
" Budget Periods & Totals vhwe] \
Periad Start Date Period EndDate WO yotal sponsar cost Direct Cost FRA Cost Unrecovered FaA Cost Sharing Cost Limit Dieet Cost Limit Actions
Add: [ ] [ =} 0.00 [ 200 [ 0.00 400 B 0.00 I 000 [ 0m aai
1 s | e | 360 189,000.00 [ 00000 [ 80,000.00 | .00 [ .00 (L) I v
07/01/2016 06/30/3019. 36.0 160,000,090 100,000.00 80,000.00 0.00 0.00 recakiae.
=
reereta s i) (ool vl g ) { Suth pervots | ([ waees ) (o ) (e
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Step 10: Submit Proposal Development document
e C(Click Proposal Actions tab
e Show Data Validation panel
e Click Turn on Validation button
o Ifany Errors generate, click Fix button and fix all issues
o If any Warnings generate, click Fix button, review all issues and fix appropriate issues
NOTE: Errors must be corrected prior to submission; Warnings should all be reviewed but are not required to be
fixed

Doc Nbr: | 47523302 Status: |In Progress
Proposal Development Document (7 Initiator:  toanter Created: |08:11 AM 03/21/2015|
. Spenmsor/S25: GOG CORPORATION None PI:  [Carter, Tracey L

Propasal | 525 | Key Personnel | Special Review | Custom Data | Abstracts and Altachments | Questions | Budget Versions | Permissions | Proposal Actions | Medusa

» Document was successhlly ssved.

racuied feld
Data Validation - e
Data Valsdation 2]
You can actate 8 Vahdation check 1o determans By erroes or incomplete informaton, The followng Validabens types mill be determaned:
W grrors that prevent submissin inta routing
W warnings that serve as slerts to possible dats sssues but will not prevent submission into routing
W grrors that prevent submission to grants.gov

arm off valation

Validation Errors

- v Sponsar & Program Information (1)
Sponsor deadiine date has not been entered.

No Warnings present.

Ne Grants Gov Errors present.

No Uni Business Rules Errors present.

No Unit Business Rules Warnings present,

e Click Submit button

| Dochbr:  arssaso Status: |in Erograss
Proposal Development Document |5 | mistor: toanter | Cremted: 08:21 AM O321/2016
| Sponsor/S2%: GOG CORPORATION/Nee PL: | Carter, Tracey L
Proposal 525 Key Persannel Special Review Custom Data Abstracts and Attachments Questions Budget Versions Permissions Hedusa
® Document was successfully saved.
——
[ ; Data Validation .b“_ e ' )
| Prapesal Hierarchy o L
i g P‘"M -WI' L
|+ -
| (670 i N Cicwmient idem L
I. Rouls Log babow|
Matifications wam| A
| Super User Action [bwam|
\ sasby el o e
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Proposal Development document has now been submitted into routing. To view route log, show Route Log panel.
The Actions Taken and Pending Action Requests will display. Show Future Action Requests panel to view future route
chain. This document will route to the Office of Clinical Research for final approval.

Doc Nbr: 47583500 Status: 1n Progress
Proposal Development Document -

Initiotor:  tcarter Created: 58:11 AM 03/21/201
GOG CoRe PI:  |Carter, Tracey L

Proposal | 535 | Key Personnel | Special Review | Custom Dats | Abstracts and Attachments  Questions | Budget Versions | Permissions Hedusa

= Document was sccessfully saved
expand a3 | [ collapes #
= required fieid

Data Validation ¥ hem

[ Proposal Hierarchy  3how
| Primt ¥ shom
| Copy to Mew Document b ahow
| moute Log - e
1
4\ This is a non-production environment (Staging)
Route Log i
10: 47503903 - e
Title Propesal Development Documant - CTC, New GOG ComlImmunagen Contract; Proposs! No: 87201 Dus Date: 2016-03-31; Pl: Cartar, Tracay Li Sponsar: GOG CORPORATION
Type 2 | Deveiopm ymer: Created 08:21 AM 0N/21/2016
Initistor Carter, Tracey Last Modified 03:34 PM 00/21/2016
Route Status SAVED Last Approved
Node(s) Intiated Finalized
| Actians Taken - e
Action Taken By For Delegator Time/Date Annotation
SAVED Carter, Tracey 09:54 AM 03/21/2016

Action | Requested Of Time/Date Annotation
i Ic::::sl:‘ i Cader, Tacev k. 09:54 AM 03212016
=
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