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CONTACT US

Document Comments:
We value your feedback on this document. Please email your comments to
eRACommunications@mail.nih.gov.

For policy-related questions:
Please email grantspolicy@od.nih.gov.

Troubleshooting support:

New Help Desk Ticketing System!

Log-in with your eRA Commons username and password to access the eRA Help Desk web
ticketing system to submit a help desk ticket online, view status of your prior tickets, and update
your tickets.

e Access the eRA Help Desk web ticketing system with your eRA Commons user name
and password.

e Having trouble logging in?
Click here to submit an online request if you are not able to log in or do not have an
eRA Commons account.

e NIH Staff/Agency Partner Staff, click here to access the eRA Help Desk web ticketing
system.

For information, see the flyer on the new Help Desk Ticketing System (PDF - 212 KB).

Or to contact the eRA Help Desk directly:

Toll-free: 1-866-504-9552

Phone: 301-402-7469

TTY: 301-451-5939

Web: http://grants.nih.gov/support (Preferred method of contact)
Email: commons@od.nih.gov (for Commons Support)

Email: s2ssupport@mail.nih.gov (for System-to-System support)

Hours: Mon-Fri, 7:00 a.m. to 8:00 p.m. Eastern Time, except for Federal Holidays

DISCLAIMER STATEMENT

No data shown in illustrations represents any real account, project, or individual. Any
resemblance to actual accounts, projects, or individuals is purely coincidental.
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1 Inclusion Management System (IMS)

The purpose of this guide is to provide instruction for navigating the Inclusion Management
System (IMS) for viewing and maintaining inclusion enrollment data associated with your
applications and award(s).

IMS is used to view and maintain inclusion data associated with your grant(s) and can be
accessed in one of two ways, both through the eRA Commons system: via the Status module —
or— via the RPPR Section G. Special Reporting Requirements. In these instructions, you will find
information on accessing IMS via the eRA Commons (Commons), managing Inclusion Data
Records (IDRs), including editing planned inclusion data, editing cumulative inclusion data,
viewing IDR details and action history, and routing/submitting inclusion data.

IMPORTANT: This guide covers how to access IMS via the eRA Commons Status module. It
does not cover information regarding submitting your inclusion data with your Research
Performance Progress Report (RPPR). The NIH and Other PHS Agency Research Performance
Progress Report (RPPR) Instruction Guide provides additional information on filling out Section
G as well as all other sections of the progress report. Refer to Chapter 5.2.4 and Chapter 6.7 of
the RPPR instruction guide for more information.

1.1 When to Use the Status Module

There are a number of reasons why you might need to access inclusion data through Commons
Status rather than through your progress report. For example:

o Before award of a competitive application, changes may be necessary to the inclusion
data submitted with the application via Grants.gov.

e Post-award, there may be a requirement to provide more frequent updates to inclusion
enrollment in addition to any reporting associated with the RPPR.

Inclusion data cannot always be updated using Status. When application is undergoing peer
review, the inclusion data is not accessible in the Inclusion Management System. Also, after a
grant is awarded, only the View links will be available for the IDRs associated with fiscal year
award. The data for a given fiscal year is locked when the award is issued and no further updates
can be made. At that point, you can make updates via Status for the record associated with the
next fiscal year.

You will also be blocked from using Status to update inclusion data once the progress report for
a given fiscal year has been initiated, and IMS has been accessed by clicking the Inclusion link
within the progress report. This is discussed in the NIH and Other PHS Agency Research
Performance Progress Report (RPPR) Instruction Guide.

Inclusion Management System (IMS) 1 July 17, 2015
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1.2 Access via Status Module

Commons Status module looks and behaves differently for users, depending on their system role
(e.g., P1, SO). Therefore access to IMS via Status also differs depending on whether you are a Pl
(or delegate) or an SO. Please refer to the directions specific to your Commons role.

TIP: This topic covers how to access IMS via Status. It does not cover additional information
regarding the Status module. For more information on the Status module, refer to the topics titled
Status for Program Directors/Principal Investigators (P1 Role) or Status for Signing Officials
(SO role) in the Commons Online Help.

1.2.1 Access IMS as a PlI

As a Pl (or delegate), you use the Status Result — List of Applications/Grants screen to access
IMS.

To access IMS via the Status Result:
1. Locate the correct application in the results table.
2. Select the Inclusion link from the Action column for the specific application.

Status Result - List of Applications/Grants e

Hotes & Tips:

= Important: The NIH provides the JIT (Just in Time) link in the Commons for applications receiving a percentile ofless than 30 or for applications receiving a priority score of between 10 and 60 if no percentile is
provided. Please awalt instructions from the NiH on whether to complete this information

The following list of applicationsigrants represents a result of the search by Grants gov Tracking # or a complete st of all your applicationsigrants. i you do not see a complele list of your applications/grants, please click
List of Applications/Grants manu tab again

Kl1-380138 10

a Grants.gov Tracking & Submission A |Status
I i e el e
ADP200D001234-01 GRANTI2200001F Measure for Maasure & Other Scientific SHAKESPEARE. Submission Administratively Withdrawn by IC 111102011 Transmittal Shast
Methodologies WILLLAM Complete
AB's Wil That Ends Well with Advancements in SHAKESPEARE, Awarded. Mon-fellowships only 053002008
Medicing WILLEAM
Much Ada About Childhood Obesity in the United SHAKESPEARE. Panding 07152014 BPPR(] Inclusion
States WILLIAM
Much Ada About Childhood Obesity in the Unitad SHAKESPEARE, Pending 07252013 RPPR |Inctusion
States WILLIAM
The Taming of the Flu SHAKESFEARE Pending 0608201 1
WILLIAM
A Winter's Tale; A Comprehensive Study of the SHAKESPEARE Awarded. Non-fellowships only | 01152004
Commen Cold WILLLAM
The Taming of the Flu SHAKESPEARE, Pending 06252012 |Inclusion
WWILLEAM

Figure 1: Inclusion Link in eRA Commons Status Results

The Inclusion—-Manage Inclusion Data Records (IDRs) screen displays any existing IDRs for the
application. You will use this screen to access the features for submitting new records, viewing
existing records, editing planned data, editing cumulative data, routing IDRs, and submitting
IDRs (SO or authorized Pls).
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IMPORTANT: IMS blocks the ability to manage IDRs accessed via the Status screens if the
IDRs have already been accessed by yourself or another permitted grantee via the progress report
(i.e., RPPR). In this event, when accessing the IDRs via Commons Status screens, you will only
be able to view the information.

For more information on the Inclusion—-Manage Inclusion Data Records (IDRs) screen and
available actions within, refer to the topic titled Inclusion - Manage Inclusion Data Records.

1.2.2 Access IMS as an SO

As an SO, you can retrieve and view a list of applications having Inclusion Data Records (IDRS)
that require updates or another action. Selecting the Pending Inclusion Action link from the
main Status page prompts Commons to display grants for which the IDR(s) are in a status of
Grantee Updates in Progress or Pending SO.

Home  Admin  Institution Profile  Personal Profile RPPR  FFRFSR  xTrain  FCOI  Admin eRA Pariners

Status @
Genersl Search
Justin Tima
Pending Progress Regor
Racenty Awardaed
RecentPendin mits 5ion
Closeout

f n f

= Panding Inclusion Action

Figure 2: Pending Inclusion Action Link on SO’s Status Screen

To view or manage these IDRs, select the Inclusion link from the records on the screen. After
selecting the link, you will be taken to the Inclusion—Manage Inclusion Data
Records (IDRs) screen on which IDRs for the application are displayed.

Pending Inclusion Action @

Search Resull
records found, displaying all records.

o Application | & P99 | puager |FRATA| Sandy
¥ Status " | ¥ endbate | Flag [Engible

CRANE, STEFHEN  panding CI0IRNE 12312015 Yes skasn

The Red Badge of Courage and Othar Cancars of the Siin

SHAKESPEARE,
WLLIAM

AFs Vel That Ends ¥el with Advances in Medicine Pending 0am2ne (= Tri R Yes Ingysgn

Figure 3: Pending Inclusion Action Screen in Status

This Pending Inclusion Action feature in Status provides a quick means viewing only grants with
inclusion needs. However, if you perform a specific search using the Status Results—General
Search screen will find the Inclusion link there, in the Action column, if inclusion monitoring is
required for the grant.

Inclusion Management System (IMS) 3 July 17, 2015
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2 Manage Inclusion Data Records

Grantees use the Inclusion—-Manage Inclusion Data Records (IDRs) screen to begin the process
of submitting new planned enroliment reports or to view a list of all IDRs for a given grant
application and to manage those individual records where applicable.

The top portion of the screen displays the Grant number, the PI Name, and the SO selected for
inclusion-related email notification (if selected). Refer to the topic titled Select SO for Inclusion
Emails.

When inclusion data records exist, they display in the hitlist, which displays inclusion record
details and links for viewing or editing IDRs as appropriate. The information is displayed by
project number in a table. IDRs on the subproject level submitted through the Application
Submission System and Interface for Submission Tracking (ASSIST) are displayed on the parent
level though they may be associated with a particular subproject.

Some IDRs represent studies in the current funding period for which existing datasets or
resources were used to conduct the study (with no planned enrollment) or are from the progress
report provided with the most recent competing renewal submission. If IDRs exist matching
these criteria, they will display with only the View action link and a message on the top of the
screen will indicate the reason (e.g., The application has been awarded, and IDRs cannot be
created or edit for that fiscal year.)

NOTE: The Submit New Planned Inclusion Record link is the only option you will see when
inclusion monitoring is required and no IDRs exist. Select the link to open the Edit Planned
Inclusion Data screen to submit a new report. Refer to the topic titled Edit Planned Inclusion
Data for more information.

The information provided in the hitlist(s) will vary depending on whether the viewed records are
for a single project (or parent) or multi-year funded award.

e Single-project awards and parent applications to multi-project awards: The hitlist displays
all IDRs for the application. These IDRs are editable in Commons Status before award,
until accessed via RPPR. After submission of the progress report, these IDRs are
available for editing via Commons Status again until the award is issued.

Multi-year funded award: The hitlist displays all IDRs for the award, grouped by fiscal
year with the current fiscal year displayed at the top of the list. The IDRs for previous
fiscal years display below the current year and can only be viewed. Only IDRs for the
current fiscal year are editable. These IDRs are locked once the each budget start date
anniversary is passed.

Manage Inclusion Data Records 4 July 17, 2015
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Inclusion- Manage Inclusion Data Records (IDRs)

Grant # 1US4CATI23456-01
Pl Name: SHAKESPEARE, WILLIAM
Selected SO for Inclusion emails: Macbeth, Lord Select SO

Sybmit Mew Planned Inclysion Recond a
R # @ IDR Status @ Study Title Last Updated Date Action @
View
Edit Plannad Endollrment
1026033 G'a”‘;“ Updates in This is the Study Title for this Sample IDR 08/19/2014 05:12 AM it Cumulative Encollmen
fograss
Delete
Boute To S0
Figure 4: Manage IDRs for Single- and Multi-projects
Inclusion- Manage Inclusion Data Records (IDRs) @
Grant #: 1RD1CAB54321-01
Pl Name: Shakespeare, William
Please select SO for Inclusion emails: Select SO
DR # @ IDR Status @ Studly Title Last Updated Date Action @

FY: 2015 Submit New Planned Inclusion Record @

1010414 Previous FY Data The Sample Study Title of This IDR 09/12/2015 01:17 P
1010477 Previous FY Data Ancther Study Title to Ancther Sample IDR 09/12/2015 01:17 PM
1026222 Received by Agency Here is an Example of a Study Title Too Long to Disp__Mora 09/23/2015 02:5T PM
FY: 2014
Accepted (Original )
1010414 i The Sample: Study Tile of This IDR 09/12/2014 01:11 PM View
1010477 Accepted (Onginal Ancther Study Titls te Anether Samle IDR 09/12/2014 01:11 PM Viaw

Submission)

Figure 5: Manage IDRs for Multi-Year Funded Awards

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant & 1RO1CADD1111-01
Pl Name: SHAKESPEARE. WILLLAM
Please select SO for Inclusion emails: Select 50

@e application has been awarded, and IDRs cannot be created or edited for that fiscal j'ND

DR & @ IDR Status @ Study Title Last Updated Date { nciion @ T\
Accepted (Original . . —
155607 Submission) Sample Study Title for an IDR That Can Only Be Viewed 12672012 03:23:18 FM View
Accapted (Orginal . o .

155608 Submisshin Anather Sample Study Title for an IDR That Can Only Be Viewsd 1072672012 03:26:18 PM \ View )

Figure 6: Example of Manage IDRs Screen for View-Only IDRs
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The information provided in the hitlist is as follows:

IDR#

The words (Last Budget Period) appear after the IDR number to indicate that the IDR
was created in the Last Budget Period and is designated as a “Last Budget Period” IDR.

IDR Status

Refer to the topic titled Inclusion Data Record Statuses for a list and definition of all
available statuses.

Study Title
Last Updated Date

Action

Use the links in the Action column to perform specific actions against the IDR. Depending on
the award type, IDR status, and/or IMS system user's role, the following action links may be
available from the Inclusion—-Manage Inclusion Data Records (IDRs) Action column. Not all
links are available to all users or for all inclusion records.

Possible actions include the following:

View
Select the View link to open a read-only view of the Inclusion Data Record (IDR) Details

screen. For more information on this screen, refer to the topic titled Inclusion Data
Record Details.

The View link is available for all IDRs, but is the only available option for the following
IDRs:

o IDRs for a single-project and multi-project for which inclusion data was accessed
via the RPPR

IDRs for awarded single-project and multi-project

IDRs for past years of a multi-year funded award

IDRs with only cumulative enrollment data (see the section below titled Existing
Studies)

Edit Planned Enrollment

Select the Edit Planned Enrollment link to access the Edit Planned Inclusion Data
screen for editing existing enrollment data. Refer to the topic titled Edit
Planned Inclusion Data for more information.

The Edit Planned Enrollment link appears for single- and multi-project awards at all
times before award. For multi-year awards, the link is available only for the current year
of the IDR.

This link may also appear for Last Budget Period IDRs. Refer to the topic titled Last
Budget Period IDRs for more details.

Manage Inclusion Data Records 6 July 17, 2015
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e Edit Cumulative Inclusion Enrollment

Select the Edit Cumulative Inclusion Enrollment link to access the Edit Cumulative
Inclusion Data screen for editing cumulative enrollment data. Refer to the topic titled
Edit Cumulative Inclusion Data for more information.

The Edit Cumulative Inclusion Enrollment link appears for single- and multi-project
awards at all times before award. For multi-year awards, the link is available only for the
current year of the IDR.

e Editin Last Budget Period

The Edit in Last Budget Period link displays next to an IDR to report enrollment data
for research performed during the period of time between the award of the last non-
competing support year and the end of the project period. Selecting the link creates a Last
Budget Period IDR for this information. The link is removed once a Last Budget Period
IDR is created. Refer to the topic titled Last Budget Period IDRs for more details.

e Delete

IDRs that were created by a Grantee via Commons Status or RPPR and never submitted
to the Agency can be deleted. Use the Delete link to delete these inclusion records. When
the link is selected, a confirmation message displays: Are you sure you want to delete this
Inclusion Data Record? You will lose all related enrollment data. Do you want to
Continue?

From this confirmation, select the Continue button to complete the process or the Cancel
button to abort the deletion. Once confirmed, this action cannot be undone.

e Route to SO

Pls, Pl delegates, and AOs use the Route to SO link to send the IDR to a Signing Official
for review or submission. Refer to the topic titled Route to SO for more information.

e Return to PI

SOs use the Return to PI link to send a routed IDR back to the PI. Refer to the topic
titled Return to PI for more information.

¢ Route to Agency

SOs and Pls delegated with submit authority by the SO use the Route to Agency link to
submit the IDR to the awarding agency. Refer to the topic titled Route to Agency for
more information.

2.1.1 Submit New Planned Inclusion Form

Pls can create new IDRs for single- and multi-project awards and for the current year of multi-
year awards until the progress report has been submitted and the award issued (or the budget start
date anniversary has passed for a multi-year funded award). It may be necessary to submit a new
Planned Inclusion Record if a grantee has studies that were not designed prior to competing
submission and now are ready to start.

Pls can also submit new planned data for study commencing during the period of time between
award of the last non-competing support year and the end of the project period. These IDRs are

Manage Inclusion Data Records 7 July 17, 2015
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called Last Budget Period IDRs. Refer to the topic titled Last Budget Period IDRs for more
information.

To submit new planned inclusion records, select the Submit New Planned Inclusion Record
link on the Inclusion—-Manage Inclusion Data Records (IDRS) screen.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1US4CA123456-01
Pl Name: SHAKESPEARE, WILLIAM
Selected SO for Inclusion emails: Macbeth, Lord Salect S0

@bmut MNew Planned Inclusion Re @

DR # @ IDR Status @ Study Title Last Updated Date Action @
Wiaw
Grantee Updates in Edit Plar rollment
1026033 P . This is the Study Title for this Sample IDR 0971192014 09:12 AM Edit Cumwlative Encollment
rogress elats
Route To S0

Figure 7: Submit New Planned Inclusion Record Link for Single- and Multi-Projects

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: TR0ICARS4321-01
Pl Name: Shakespeare, William
Please select S0 for Inclusion emails: Select S0

IorR# @ | IDR Status @ | Study Title Last Updated Date Action @
FY: 2015(Submit New Planned Inclusion Record)@
View
1010414 Previous FY Data The Sample Study Title of This IDR 0912/2015 01:17 PM Edit Plannad Enrollment

1010477 Previous FY Data Another Study Title to Ancther Sample IDR 09/12/2015 01:17 PM Edit Planned Entoliment
Edit Cumulative Encollment
View
1026222 Received by Agency Here is an Example of a Study Title Too Long to Disp__Mora 09/23/2015 02:5T PM Edit Planned Enrollment
Edit Cumulative Enrallment
FY: 2014
1010414 Accepted (Original The Sample Study Title of This IDR 09/12/2014 01:11 PM View
Submission) ! .
Accepted (Original i (4o
1010477 Submissien) Another Study Title to Another Sample IDR 0912/2014 01:11 PM iaw

Figure 8: Submit New Planned Inclusion Record for Multi-Year

This link opens the Edit Planned Inclusion Data screen, on which all planned enrollment count
information can be entered. For details on this screen, refer to the topic titled Edit
Planned Inclusion Data.

Manage Inclusion Data Records 8 July 17, 2015
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Edit Planned Inclusion Data @

Grant #: 1P20MR123456-0141
Pl Name: SHAKESPEARE, WILLIAM

Planned Enroliment Report

&=

*Study Title: 6
‘Foreign/Domestic: (2] j
Comments:
Racial Categories Ethnic Categories Total
Not Hispanic or Latino Hispanic or Latino
Female Male Female Male

American Indian/ Alaska Native i} o o
Asian o [ o
Native Hawaiian or Other Pacific Islander o o 0
Black or Afncan American o 0 i}
White d 0 =
More Than One Race o 0 0
Total [ 0 I [0 0 0

Figure 9: Blank Edit Planned Inclusion Data Screen

2.1.2 Edit Planned Inclusion Data

The Edit Planned Inclusion Data screen is used to enter or update planned inclusion enrollment

data for an IDR. The screen is accessed in one of two manners:

e Selecting the Submit New Planned Inclusion Record link from the Inclusion-Manage
Inclusion Data Records (IDRs) screen to create a new record

e Selecting the Edit Planned Enrollment link from the Inclusion—-Manage Inclusion Data

Records (IDRs) screen for editable prospective studies.

Refer to the topic titled Inclusion—Manage Inclusion Data Records for more information.

Manage Inclusion Data Records 9
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Edit Planned Inclusion Data @
Grant #: 1P20MR123456-01A1
Pl Name: SHAKESPEARE, WILLIAM
Planned Enroliment Report
*Study Title: @
‘Foreign/Domestic: (] E
Comments:
Racial Categories Ethnic Categories Total
Mot Hispanic or Latino Hispanic or Latino
Female Male Female Male
American Indian/ Alaska Native [ 0 o 1) (1} o
Asian [ o o o 0 0
Native Hawaiian or Other Pacific Islander [ 0. o 0 D. o
Black or Afncan American | o o of 0 o
Wihite [ 0 o [ 0 0
More Than One Race | i} o 1! 0
Total T o 0 [z [ [ e i 0
Figure 10: Edit Planned Inclusion Data Form (New IDR)
Edit Planned Inclusion Data@
Grant # 1P20NR123456-01A1
Pl Name: SHAKESPEARE, WILLIAM
Inclusion Data Record (IDR) #: @ 1026033
IDR Status: @ Grantee Updates in Progress
Study Title: Sample Study Trtle for this Sample IDR
Planned Enroliment Report "Required fisid(s
“Study Title: (2] Sample Study Title for this Sample IDR
“ForeigniDomestic: @ [Domestc z‘
Comments: | These are sample comments that you can enter
into this fiekd
Racial Categories Ethnic Categories Total
Not Hispanic or Latino Hispanic or Latino
Female Male Female Male
American Indian/ Alaska Native 38 58 25| 5 1
Asian 20 20 o 0 40
Native Hawaitan or Other Pacific Islander n: o o o 0
Bilack or African Amencan [ 10 IS. o 0 28
White 30 38 4 8 8
Mare Than One Race 2 4 10 10 2%
Total a7 138 i} 21 795

Figure 11: Edit Planned Inclusion Data Form (Existing IDR)
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The Edit Planned Inclusion Data screen contains the following information:
Header Fields

Grant #

Pl Name

The name of the contact PI on the application record.
Inclusion Data Record (IDR) #

Displays the system-generated identification number of the inclusion data record. The
words (Last Budget Period) appear after the IDR number to indicate that the IDR is a
Last Budget Period IDR.

This field is displayed only when editing an existing IDR.
IDR Status
Shows the status of the record.

This field is displayed only when editing an existing IDR.
Study Title

The study title of the IDR, pre-populated with the existing title and editable when editing
an IDR.

This field is displayed only when editing an existing IDR.

Planned Inclusion Enrollment Report Fields

Study Title

The study title of the IDR, pre-populated with the existing title and editable when editing
an IDR.

For a new IDR, this field displays blank. Enter the new IDR's study title into the field.
This is required.

Foreign/Domestic

This field indicates whether the IDR involves participants from a non-US site (i.e.,
foreign) or a US site (i.e., domestic). This field is pre-populated when editing an existing
IDR.

When creating a new IDR, select the value from the drop-down list. This is a required
field.

Comments

An optional text field for entering comments. This field is pre-populated when editing an
existing IDR and blank when creating a new IDR. If editing existing Planned
Enrollment, you should first discuss with the Program Officer and may want to consider
adding a comment here to explain the change.
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The planned enrollment form includes racial categories along the left side the of the table and
ethnic categories, divided by sex/gender, along the top of the table. The individual enrollment
count cells are editable and set to zero by default, when populating a new IDR. When editing an
existing form, these values are pre-populated with any other value previously entered. The total
fields are calculated by IMS and sum up as rows and columns accordingly. The total values are
not editable fields.

POLICY: For additional information on racial and ethnic categories or inclusion policy, refer to
the PHS Supplemental Instructions for Human Subijects or the OER inclusion web page.

Update the values in the individual enrollment count cells as necessary, and select the Save
button. To leave the form without saving any changes, select the Cancel button instead. Saving
and cancelling both return you to the Inclusion—-Manage Inclusion Data Records screen.

IMS will perform validations to make sure the data can be saved. Warnings or errors may appear
on the screen preventing you from saving your information.

e If you enter and save Os on the form when enrollment data previously was migrated from
the previous NIH inclusion data system, you will receive a warning message before the
data can be saved:

Warning: You are about to submit zeroes for your planned enrollment when data in the
previous OMB-approved format exists. Would you like to proceed?

Select Proceed to continue or Cancel to abort the action.

Upon a successful save of a new IDR, attributes (Study Title, Foreign/domestic indicator/planned
comments), Planned Inclusion Data (as entered), and Cumulative Inclusion Data (as zeroes) are
also created; the new IDR is assigned a unique IDR #; and the IDR status is set to Grantee
Updates in Progress (when accessing through Status in Commons).

2.1.3 Edit Cumulative Inclusion Data

Use the Edit Cumulative Inclusion Data screen to enter or edit existing cumulative inclusion
enrollment data for an IDR. The screen is accessed by selecting the Edit Cumulative Inclusion
Enrollment link from the Inclusion—-Manage Inclusion Data Records (IDRs) screen. Refer to the
topic titled Inclusion—Manage Inclusion Data Records for more information.
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Edit Cumulative Inclusion Data @

Grant # 1P20MNR123456-01A1

Pl Name: SHAKESPEARE. WILLIAM

Inclusion Data Record {IDR) & (7] 1026033

IDR Status: @ Grantee Updates in Progress

Study Title: Sample Study Title for this Sample IDR

Cumulative Inclusion Enrollment Report

*Study Title: e Sample Study Title for this Sample IDR

Comments:

Ethnic Categories
Racial Categories MNot Hispanic or Latino Hispanic or Latino UnknownNot Reported Ethmicity Total
Female Make Uﬂ;::::’:!;’:dt Female Male U“;:ﬁ;got Female Male Un::m;lol
:l':‘le::caﬂ Indian/ Alaska EI EI r.l n U D n U u (1]
Asian o 1} 1) [ 0 i [} o) o o
e ; ; ; : ; : ; : g |
Black or African American o o o [ 0 o o 0 o o (1]
white d g | g 0 g g g g o |o
Maore Than One Race o o ol i o i} i} o o (1]
Unknown or Not Reported o o o 0 o o 0 o o (]
Total o o o a o o 0 L] 0 L]

B =

Figure 12: New Cumulative Planned Inclusion Data Form

The Edit Cumulative Inclusion Data screen contains the following information:

Header Fields
e Grant#

e Pl Name

The name of the contact PI on the application record.

e Inclusion Data Record (IDR) #

Displays the system-generated identification number of the inclusion data record. The
words (Last Budget Period) appear after the IDR number to indicate that the IDR is a

Last Budget Period IDR.

e |DR Status
Shows the status of the record.

e Study Title

The study title of the IDR, pre-populated with the existing title and editable.

Cumulative Inclusion Enrollment Report Fields
e Study Title

Manage Inclusion Data Records 13

July 17, 2015




Instructions for Accessing IMS via Commons Status

Displays the study title for the IDR, pre-populated from the Planned Enrollment Form.
e Comments

An optional text field for entering cumulative enrollment comments. If any comments
were entered before, this field is pre-populated when editing an existing IDR.

The cumulative enrollment form includes racial categories along the left side the of the table and
ethnic categories, divided by sex/gender, along the top of the table. The individual enrollment
count cells are editable and set to zero by default, when populating a new IDR. When editing an
existing form, these values are pre-populated with any other value previously entered. The total
fields are calculated by IMS and sum up as rows and columns accordingly. The total values are
not editable fields.

NOTE: The cumulative inclusion form includes fields for entering Unknown/Not Reported race,
ethnicity, and sex/gender data.

Update the values in the individual enrollment count cells as necessary, and select the Save
button. To leave the form without saving any changes, select the Cancel button instead. Saving
and canceling both return you to the Manage Inclusion Data Records screen.

POLICY: For additional information on racial and ethnic categories or inclusion policy, refer to
the PHS Supplemental Instructions for Human Subjects or the OER inclusion web page.

Edit Cumulative Inclusion Data @

Grant & 1P2ONR123456-01A1

Pl Name: SHAKESPEARE, WILLIAM

Inclusion Data Record (IDR) #: © 1026033

DR Status: & Grantee Updates in Progress

Study Title: Sample Study Title for this Sample IDR

Cumuilative Inclusion Enroliment Report

“Study Title: @  [Sample Study Title for this Sampte IDR

Comments: |These are my

Ethnic Categories
Racial Categories “I'.l:n_lli.l-spamc Ol-l .B.l.l.l.w ] l‘il:r.pamr_ or 1;‘t.|nz.> "Lin;m.:wn'l'.l-n.l.ii_epnn;n.‘:l E .tnr;.;r:.l-l.y Total
Female Mate ”";::0"‘;:‘;7‘“ Femala Male ”"R"‘:n‘:)‘fl':;f"‘ Female Male ”"r:‘:;"’::‘:":"‘

I el Nasks 33 60 0 2 B 0 2 1 g | 128
Asian 21 20 0 [ 0 2 0 o o 43
s e v ; i E i L ; ; i HE
Black or African American 12 15 1 b 1 o o o o k|
| wnite 21 40 2 5 10 1 2 g | e
| Mare Than One Raca 3 4 [ 10 10 [ [ o [l bl
| Unknown or Mot Reported i 0 o v 2 0 0 0 o 3
iTn!a! a7 139 3 | 42 28 2 3 3 [} nr

Cancel

Figure 13: Entering Cumulative Inclusion Data
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IMS will perform validations to make sure the data can be saved. Warnings or errors may appear
on the screen preventing you from saving your information.

e If you enter and save 0s on the form when enrollment data previously was migrated from
the previous NIH inclusion data system, you will receive a warning message before the
data can be saved:

Warning: You are about to submit zeroes for your cumulative inclusion enrollment data
when data in the previous OMB-approved format exists. Would you like to proceed?

Select Proceed to continue or Cancel to abort the action.

e Planned enrollment count overall total must be greater than 0 before cumulative
enrollment data can be entered. If planned enrollment counts equal 0, you will receive the
following error:

Planned Enrollment count must exist before entering Cumulative enrollment Data

e If an overall total value is less than the prior year total, you will receive a warning
message before data can be saved:

Warning: Some (or all) enrollment counts are less than previous FY. Do you want to
continue?

When data is saved, the Last Updated Date and Last Updated ID are updated.

2.1.4 Last Budget Period IDRs

Upon award of an application, the status of a regular IDR is changed to Accepted, and the data
are frozen and unable to be edited for that fiscal year. Grantees who need to report changes in the
enrollment data for the research performed during the period of time between award of the last
non-competing support year and the end of the project period cannot do so in these Accepted
IDRs. Instead, Grantees can report this information by creating a Last Budget Period IDR, which
is assigned to the last support year of the grant, along with the regular IDR.

To create the Last Budget Period IDR, associated with regular IDR for the same study, select the
Edit in Last Budget Period link in Action column of the Inclusion—-Manage IDRs screen for the
regular IDR. This link will be removed once the Last Budget Period IDR is created.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: SROINR123456-05

Pl Name: DOYLE, ARTHUR CONAN

Pleasa salect SO for Inclusion emails: Salect S0
Submit New Planned Inclysion Record @

IDR# (7] IDR Status (7] Study Title Last Updated Date Action [7]
143756 Aceon o4 {Original A Study in Searlet Fever 01/28/2015 01:06:43
ubmission)

Figure 14: Edit in Last Budget Period

When the Last Budget period IDR is created, all enrollment data (Planned and Actual) are copied
from the regular IDR for this study. The Last Budget Period IDR is displayed on the hitlist below
the associated regular IDR. The Edit in Last Budget Period link is removed from Action
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column for regular IDR. Editing links (Edit Planned Enrollment, Edit Cumulative
Enrollment, and routing links) are displayed for the Last Budget Period IDR.

As with regular IDRs, Last Budget Period IDRs must be routed from the Pl to the SO and
submitted to the Agency by the SO. Agency staff will not see these IDRs until they are submitted
to the Agency.

The Last Budget Period IDR and regular IDR — associated with the same study — share the same
unique IDR number. The Last Budget Period IDR is distinguished by the label (Last Budget
Period) located next to IDR number wherever the IDR number is displayed.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: SROINR123456-05
Pl Name: DOYLE, ARTHUR COMAN
Selected SO for Inclusion emails: Holmes, Shedock Salact S0

Submit New Planned Inclusion Recgrd 0

IDR Status 0 Study Title Last Updated Date
Previous FY Data A Study in Scarlet Fever 01/28/2015 01:06:43 PM
Receved by Agency A Study in Scarlet Fever 01/28/2015 01:10:43 PM

Figure 15: Sample of IDR# Field for a Last Budget Period IDR

NOTE: Grantees can edit both planned and cumulative data for the last budget period using the
Edit Planned Enrollment and Edit Cumulative Enrollment links on the Inclusion—-Manage
Inclusion Data Records (IDRs) screen for the Last Budget Period IDR.

Grantees can create a new IDR during the Last Budget Period should a new study commence
during that time period by selecting the Submit New Planned Inclusion Record link. Grantees
then will be provided with blank Planned Inclusion Data screen where the data for a new study
can be entered. After the Last Budget Period IDR for a new study is created, it should be edited
and routed to the Agency in the same manner as the regular IDR. On the hitlist such IDRs would
not have associated regular IDRs, since the study just started in Last Budget Period.
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3 Inclusion Data Record Details

Access the Inclusion Data Record (IDR) Details screen by selecting the View action option from
the Inclusion—-Manage Inclusion Data Records (IDRs) screen.

You can use this screen to view details of a selected IDR, including planned and cumulative
enrollment reports and history of actions performed on the IDR. The information displayed on
the screen is read-only.

The screen provides the ability to switch between all fiscal years and between all existing
versions of the requested IDR. Each time edits to an IDR are sent to the agency a version is
created so as not to overwrite existing information. It allows you to view the Work in Progress
IDR (for IDRs in Grantee Updates in Progress, Pending SO, Requires Updates, or Inclusion
Updated status).
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Grant #
Pl Hame:
Current Inclusion Data

Inclusion Data Record (IDR) # 1026033
Study Title: Sample Study Title for this Inclusion Data Record

Foreign/Domestic:

US4 CA123456-01

Domastic

SHAKESPEARE, WILLIAM

Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Close

inclusion Data Record (IDR) Action History

Planned Enrollment Report
Comments: These are my comments...
[Ethnic Categories
Racial Categoriés Hot Hispanic or Latino Hispanic or Latino o
Female Male Female Male

American indian/ Alaska Native s 58 5 5 123

Asian 20 20 0 0 40

Mative Hawaiian or 0!1\9:;1&: 0 0 o - o

Black or African American 10 18 0 0 28

White 30 ] 4 & 78

More Than One Race 2 4 10 10 26
Total 97 138 k1] b 295
|

Cumulative Enrollment Report
Comments: These are my sample comments...
Ethnic Categories
Raclal Categort Hot Hispanic or Latino Hispanic or Latino Unknown/Not Reported Ethnicity Total
Fomale | Male N:“;:‘p":::d Female | Male N:’:‘m:: "o | Female | Mae NL‘:‘;“:’““’ 0

american indian/ Alaska Native 33 &0 o 25 5 0 7 1 1] 126 |
Asian 21 20 0 0 o 2 0 0 of 43

Mative Hawaiian or omer.::‘c‘;f: o : b o b 3 0 o 8 0

Black or African American 12 15 1 2 1 ] ] 1] 0 3
white 27 40 2 5 10 0 1 2 o| 87|
More Than One Race 3 4 o 10 10 ] L] o o Z?i
Unknawn or Not Reported 1 0 0 0 2 ] 0 0 ] 3 |
Total 27 139 3 42 8 2 3 3 [} 31?|

Previous Year Total Enrollment: 0 |

Figure 16: Sample IDR Details for Single-Year Award

The header section of the screen displays general project and IDR information. Additional IDR
data is displayed on tabs within the screen.

Inclusion Data Record (IDR) tab
Action History tab

Inclusion Data Record Details
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Header Section

The header section of Inclusion Data Record (IDR) Details displays the appropriate information
for the grant application record to which the selected IDR belongs. The following information is
included in the header section of the screen:

e View Reported FY

IMS allows switching between fiscal years of an application/award (or fiscal year of an
IDR for multi-year award) by selecting the appropriate year's link. The screen's default
view depends on which record was chosen to view when you accessed the screen. When
a fiscal year's IDR is in the current view, the link becomes disabled and is displayed as
bold text instead.

Inclusion Data Record (IDR) Details @
C‘u’iew Reported FY: 2010 | 2011 | 2012 | 2013 | 2014 )
Grant #: SRO1CA123456-05
Pl Name: SHAKESPEARE, WILLIAM
Current Inclusion Data
Inclusion Data Record (IDR) #: 138447
Study Title: This is a Sample IDR Study Title for this Multi-Year Funded Award

ForeigniDomestic:  Foreign

| | e

Figure 17: Switching Between Fiscal Years on IDR Details

e Grant#
e Pl Name

e Current Inclusion Data|Prior Versions

To view prior versions of the IDR, select the date link of the prior version you wish to
view. To return to the current version, select the Current Inclusion Data link. The
corresponding link —either the current version or a selected prior version — displays in
bold font as a visual indication of the view.

Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Grant #: 1US4CA123456-01

Cyrrent Inclusion Diata | Prior Versions: 092272014 091972014

Inclusion Data Record (IDR) # 1026033
Study Title: Sample Study Title for this Inclusion Data Record
Foreign/Domestic: Domestic

| l cHonlishory _

Figure 18: Switching Between Current and Prior Versions
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When viewing Inclusion Data Record (IDR) Details for a Last Budget Period IDR, the words

(Last Budget Period) display next to the Current Inclusion Data label. On the same line, links
to the prior version of the Last Budget Period IDR (if applicable) display next to the title Prior
Versions of Last Budget Period. Links to the prior version(s) of the corresponding regular IDR
display beneath this information, next to the label Prior Versions; these links do not exist for

Last Budget Period IDRs not associated with a regular IDR (i.e., new study).

Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Grant & SROTNR123456-05
Pl Name: DOYLE, ARTHUR COMAN

rior Wersions: 017282015 017282015 1200452014

Current Inclusion Data (Last Budget Periad) | Prior Versions of Last Budget Period: 01/28 .?[lﬁ)

Inclusion Data Record (IDR) #: 1030325 (Last Budget Penod)
Study Title: A Study in Scarlet Fever

Foreign/Domestic:  Domestc

Figure 19: Header Info for Last Budget Period IDR
e Inclusion Data Record (IDR) #

The words (Last Budget Period) appear next to the IDR number to indicate a Last Budget

Period IDR.
e Study Title

e Foreign/Domestic indicator

3.1.1 Enrollment Report—Simple View

The Enrollment Report — Simple View section of the Inclusion Data Record (IDR) Details
screen shows simple tables of enrollment information for planned enrollment and cumulative

enrollment for the selected version, where available.
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Inclusicn Data Record (IDR) Details @
View Reponed FY: 2015

Grant & 1US4CA123456-01

Pl Name: SHAKESPEARE, WILLIAM

Current Inclusion Data
Inclusion Data Record (IDR) #: 1026033

Study Title: Sample Study Title for this Inclusion Data Record
Fereiqnid P S
| Enrollment Report - Simple View
Flanned Enrollment Report
Comments: These are my comments...
Ethnic Categories
Not Hispanic or Latino Hispanic or Latino
Racial Categories Total
Female Male Female Male
american Indian/ Alaska Native 35 58 25 5 123
Asian 20 20 o ] 40
Hative Hawaiian or Other Pacific
Iekander 1} 1} 1] 0 o
Black or African American 10 18 o 0 8
White 30 38 4 3 TE
Mare Than One Race 2 4 10 10 26
Total 97 138 9 21 295

Cumulative Enrollment Report

Comments: These are my sample comments...

Ethnic Categories
Racial Categories Not Hispanic or Lating Hispanic er Latine Unknown/Hot Reported Ethnicity Total
Unknownd Unkmown/ Unknown/
Female Male Mot R od Female Male Mot R = Female Male Not Reported
American Indian/ Alaska Hative 33 &0 i} 25 5 [i] 2 1 ] 126
Asian 1 20 o (1] 1] 2 0 o o 43
Hative Hawaiian or Other Pacific o 5 o 0 o 3 2 i d 0
Istander

Black or African American 12 15 1 2 1 0 (1] o o 3
White 7 40 F 5 10 0 1 2 o 87
More Than One Race 3 4 0 10 10 0 [/ ] o 7
Unknown or Mot Reported 1 0 0 0 2 0 @ 0 0 3
Total 97 139 3 42 8 2 3 3 i} 317

Previous Year Total Enrollment: 0

Figure 20: Enrollment Report-Simple View

In some instances, the data is not available or is available in the previous OMB-approved format.
These cases are outlined below.

Data last saved in the previous NIH inclusion data system and migrated to IMS will display in
the previous OMB-approved format. In this case, the following notes will appear on the screen:
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e Planned Enrollment Report: NOTE: Planned enrollment comments (if any) will be viewed
in the previous OMB-approved layout until a competing submission is received in FY15
or beyond.

e Cumulative Enrollment Report: NOTE: Cumulative enrollment and comments (if any)
will be viewed in the previous OMB-approved layout for data reported in FY14 and prior
years.

e Migrated data with no planned enrollment: No Planned Enrollment has been provided for
this fiscal year.

e Migrated data with no cumulative enrollment data: No cumulative data has been provided
for this fiscal year.

For data received from eSubmission where no planned enrollment data exists, the following
message will display: Cumulative enrollment data was provided with competing application;
planned enrollment was not required.
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Inclusion Data Record (IDR) Details @
View Reported FY: 2010 | 2011 | 2012 | 2013 | 2014

Grant #: SROICABS4321-05

Pl Name: SHAKESPEARE, WILLIAM

Current Inclusion Data

Inclusion Data Record (IDR) & 1026033

Study Title: Sample Study Title for this Inclusion Data Record
Foreign/Domestic: Domestc

welusion Data Record (IDR Action History

Planned Enrollment Report
(HBTE: Planned enrollment and comments (if any) will be viewed in the previous OMB-approved layout until a competing submission is received in FY15 or )
| beyond.
RN Females chm::l:s Tatal

Hispanic or Lating 0 0 o

Mot Hispanic or Lating 175 175 350

Ethnic Category: Total of All Subjects” 175 175 350

Racial Categories

American Indian/Alaska Native 0 0 0 |
Asian 0 1] 1} I

Hative Hawatian or Other Pacific islander 0 0 0

Black or African American 175 175 350
White 0 0 [ |
Racial Categories: Total of all Subjects" 175 175 150 :
*The “Ethnic Category Total of All Subjects” must be equal to the ‘Racial Category Total of All Subjects” |

Cumulative Enrcllment Report
@TE:Cmdan liment and ts (if any) will be viewed in the previous OMB-approved layout for data reported in FY14 and prior years. )
Part A: Total Enrollment Report: Number of Subjects Enrolled to Date {Cumulative) by Ethnicity and Race

Ethnic Category ik 1
Females Males Unknown or Not Reported Total |
Hispanic or Latino™ 0 0 0 0 |
Not Hispanic or Lating 280 137 0 u?i
Unknown (Individuals not reporting ethnicity) 0 0 0 0 :

hinic y: Total of All Se 8 137 417

Figure 21: Enrollment Report for Data Entered in Previous OMB-Approved Format

3.1.2 Action History

The Action History tab of the Inclusion Data Record (IDR) Details screen provides a list of
actions performed against the IDR, including the person who performed the action.
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Close

Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Grant #: 1U54CA123456-01

P .

Cument Inclusion Data | Prior Versions: 10192014
Inclusion Data Record (IDR) #: 1026033

Study Title: Sample Study Title for this Inclusion Data Recod

Foreign/Domestic: Domestic

|Attior= History 0
Action Date/Time Action Performed By Action
10/19/2014 09:12 AM SHAKESPEARE, WILLLAM ( Created )
I 10/19/2014 09: 21 AM SHAKESPEARE, WILLIAM Grantee Updates in Progress
| 10/19/2014 09:22 AM SHAKESPEARE, WILLLAM I Sent to SO
( 10/22/2014 09:25 AM } Macbeth, Lord

Figure 22: Action History on IDR Details

The information is displayed in a table with the following fields:
e Action Date/Time
Displays the date and time on which the action was performed in the system.
e Action Performed By

Provides the name of the individual who performed the action. The name is displayed as
a link, which opens the PI Details pop up screen.

e Action

Displays the type of action performed against the IDR. Below is a list of possible actions
and their definitions.

0 Accepted by Agency: A system-generated status update upon rollover of a multi-
year funded award. The user in this event will display as System.

0 Created: The IDR form (Planned or Cumulative) was received as part of the
electronic application submission process, was created in the Inclusion
Management System, or was migrated from POP Tracking.

Copied from prior year: The IDR was created when the next budget period began.

Created Via RPPR: The Grantee user has created the IDR by selecting the Submit
New Planned Inclusion Form link after accessing the IDR via RPPR.

o Cumulative Enrollment is Updated for Progress Report: The Grantee user has
updated the cumulative enrollment counts after accessing the IDR via RPPR.

Inclusion Data Record Details 24 July 17, 2015



Instructions for Accessing IMS via Commons Status

o0 Grantis Awarded: A system-generated status update upon release of the award.
The user in this event will display as System.

0 Grantee Updates in Progress: The Grantee user initiated updates for the IDR by
editing the planned or cumulative data.

o0 Inclusion Data Accessed Via RPPR: Indicates that a Grantee user has accessed the
IDR by selecting the Inclusion link from the RPPR Section G. Special
Requirements.

o Planned Enrollment is Updated for Progress Report: The Grantee user has
updated the planned enrollment counts after accessing the IDR via RPPR.

Returned to PI: The SO returned a routed IDR back to the PI.
Sent to Agency: The SO (or delegate) routed the IDR to Agency.

Sent to Agency as Part of the Progress Report: The IDR is submitted within a
submitted RPPR.

0 Sentto SO: The PI (or delegate) routed the IDR to the SO.
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4 Routing & Submitting IDRs

The routing feature exists in the IMS to allow grantee users (e.g., Pls, Pl delegates, SOs) to send
IDRs to others for review or submission. Routing refers to the processes of sending an IDR to an
SO for review; sending an IDR back to the PI for editing; and submitting the IDR to the Agency.

Routing is performed by selecting the appropriate action link from the Inclusion—-Manage
Inclusion Data Records (IDRS) screen:

e Route to SO
e Return to PI

¢ Route to Agency
Refer to the individual routing topics for more information.

4.1.1 Routeto SO

As the P1, you will need to route IDRs (in status of Grantee Updates in Progress) — including
Last Budget Period IDRs —to an SO who is responsible for submitting the IDR to the Agency.
This function is performed on the Inclusion—-Manage Inclusion Data Records (IDRs) screen.

NOTE: Pls who are granted authority in eRA Commons to submit progress reports directly may
not need to perform this Route to SO function.

To route the IDR to an SO:
1. Navigate to the Inclusion—-Manage Inclusion Data Records (IDRs) screen

2. Verify that an SO name appears in the Select SO for Inclusion Emails field. You must
first choose an SO before routing the IDR. For information on selecting an SO, refer to
the topic titled Select SO for Inclusion Emails.

Locate the IDR to route from the Prospective Studies hitlist.

4. Select the Route to SO link. The link will only display for IDRs in a status of Grantee
Updates in Progress.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant # 1US4CA1Z3456-01
Pl Name: SHAKESPEARE. WILLLAM
@Elecled 50 for Inclusion emails: Macbeth, Lord Select f_'D
Submit New Planned Inclusion Record @
IDR # 7] IDR Status [ 7] Study Title Last Updated Date Action [7]
1026033 Grantts Updates in This i the Study Tite for this Sample DR 09/119/2014 09:12 AM
rogress

Figure 23: Route to SO Link
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When routed to the SO, the following actions occur:
e Email notification is sent to the selected SO
e |IDR status updates to Pending SO

e The action is recorded in the Action History

41.1.1 Select SO for Inclusion Emails

Principal Investigators (P1) (and delegates) must select a specific Signing Official (SO) to
receive email notifications concerning the inclusion record(s). Follow the steps below to select
an SO for inclusion emails.

1. From the Inclusion — Manage Inclusion Data Records (IDRs) screen, click the Select SO
link. This link is located near the top of the screen under the grant and PI information.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1US4CAT123456-01
Pl Name: SHAKESPEARE, WILLIAM

Selected SO for Inclusion emailf Select S0

Sybmit Mew Planned Inclysion Record @
R # @ IDR Status @ Study Title Last Updated Date Action @
Wigw
f Grantee Updates in ) Edl:\F‘la"nec:
1026033 Prograss This is the Study Title for this Sample IDR 09/19/2014 09:12 AM Edit Cumul
Dalete
Route To SO

Figure 24: Select SO Link

2. From the drop-down list presented on the screen, select the appropriate SO name.
3. With the name displayed in the box, click the Select button.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1US4CAT123456-01
Pl Name: SHAKESPEARE, WILLIAM
Please select SO for Inclusion emails:

Macbeth, Lord E‘ Select

Submit New Planned Inclusion Record ‘@

or# @ IDR Status '@ Study Title Last Updated Date
1026033 G'a”:r’;e Updates in This is the Study Title for this Sample IDR 09/18/2014 09-12 AM Edit €y
rograss Delete

Boute To S0

Figure 25: Select SO from Drop-Down List

The screen updates to display the name of the SO next to the title Selected SO for Inclusion
emails. The Select SO button remains available on the screen and can be used to choose a
different SO.
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Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1US4CATZ3456-01
Pl Hame: SHAKESPEARE, WILLIAM
CS_elec'led S0 for Inclusion emails: Macbeth, Losd S_a_'g_c§_$§>

Subrmit Mew Planned Inglysion Regord @
DR # @ 1DR Status @ Study Title Last Updated Date Action @
Wiaw
Grantee Updates in Edit Planned Enrollment
1026033 = ‘F_>| Pd_ o This is the Study Ttle for this Sampla IDR 09/19/2014 09:12 AM Edit Cymulathe Encollment
ogress e
Boute To SO

Figure 26: SO Selected for Inclusion Emails

4.1.2 Return to PI

As the SO, after reviewing the inclusion data routed to you by the PI, you may find it necessary
to return the IDR to the PI for further updates. This function is performed on the Inclusion-
Manage Inclusion Data Records (IDRs) screen and is available to SO users when the IDR is in a
status of Pending SO.

This function is only necessary if the IDR needs to be returned to the PI for purposes specific to
your business process. If you need to submit the IDR to Agency, you are not required
systemically to return the IDR to the PI. Instead, use the Route to Agency link.

To return the IDR to the PI:
1. Navigate to the Inclusion-Manage Inclusion Data Records (IDRs) screen.

2. Locate the IDR to route from the Prospective Studies hitlist.

3. Select the Return to PI link. The link will only display for IDRs in a status of Pending
SO.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1UB4CAT23456-01
Pl Name: SHAKESPEARE, WILLLAM
Selected 50 for Inclusion emails: Macbeth, Lord  Select SO

Submit New Planned Inclusion Record 7]

or & @ IOR Status @ Study Title Last Updated Date

1026033 Pending 50 This is the Study Title for this sample IDR 09/19/2014 09:21 AM

Houte To Agency

Figure 27: Return to PI Link

When returned to the PlI, the following actions occur:
e Email notification is sent to the Pl
e IDR status updates to Grantee Updates in Progress

e The action is recorded in the Action History
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4.1.3 Route to Agency

SOs and Pls delegated with submit authority in eRA Commons can submit IDRs to the Agency
from the Inclusion—Manage Inclusion Data Records (IDRS) screen.

NOTE: The process of delegating authority to a Pl to submit progress reports on behalf of an
institution is performed in eRA Commons Admin module. For information on delegating
Progress Report authority to a P1 user, please refer to the Commons Online Help topic titled
Delegating Progress Report Authority on Behalf of Another User.

To route the IDR to Agency:

1. Navigate to the Inclusion-Manage Inclusion Data Records (IDRs) screen. Refer to the
topic titled Access IMS as an SO for details.

2. Only Applicable to Pls Submitting the IDRs: Verify that an SO name appears in the
Select SO for Inclusion Emails field.

You must first choose an SO before submitting the IDR; IMS will send an email notification to
the selected SO informing him/her that you have submitted the IDR. If an SO is not selected
prior to submitting the IDR to Agency, you will see the following error: Please select SO.
Routing cannot be completed without selecting SO.

For help with selecting an SO, refer to the topic titled Select SO for Inclusion Emails.

3. Locate the IDR to route from the Prospective Studies hitlist.

4. Select the Route to Agency link. The link will only display for IDRs in a status of
Grantee Updates in Progress or Pending SO.

Inclusion- Manage Inclusion Data Records (IDRs) @

Grant #: 1US4CA123456-01
Pl Name: SHAKESPEARE, WILLLAM
Selected 50 for Inclusion emails: Macbeth, Lord  Select SO
lew Planned Inclusion Record [2]
or & @ DR Status @ Study Title Last Updated Date

1026033 Pending SO This is the Study Title for this sample IDR 09/19/2014 09:21 AM

Figure 28: Return to Agency Link (SO View)

When routed to the Agency, the following actions occur:
e Email notification is sent to the Program Official (PO) assigned to the award
e Only When Submitted by the authorized PI: Email notification is sent to the SO
¢ IDR status updates to Received by Agency
e The action is recorded in the Action History
e New version of IDR is created.
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4.1.4 Sample Notifications
Below are sample email notifications generated from IMS when routing occurs.

4.1.4.1 Pl Has Routed an IDR to an SO

The following email notification is sent to the selected Signing Official when a PI (or
delegate) has routed an IDR to that SO. Pls must select the appropriate SO from a list before
routing can take place.

For information on routing IDRs to an SO, refer to the topic titled Route to SO.

From: eraNotifications@mail.nih.gov
Sent: <Date Time>

To: <SO email>

CC:<>

Subject Line: Pl routed Inclusion Data for grant [parent Grant Number], Inclusion Data Record#
[IDR#]

P1 routed Inclusion Data for:

* [parent Grant Number] - [parent Project Title].
* Inclusion Data Record (IDR) # - [IDR#]

* Study Title — [Study Title]

If you have any questions about this email, please contact <parent contact Pl Name> at < parent
contact pi email>, who initiated this action.

If you incur any problem while using the eRA Commons, please contact the eRA Help Desk at
1-866-504-9552 or commons@od.nih.gov.

4.1.4.2 SO Has Returned an IDR to the PI

The following email notification is sent to the Contact Pl when an SO returns previously routed
IDR.

For information on returning routed IDRs to P, refer to the topic titled Return to PI.
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From: eraNotifications@mail.nih.gov

Sent: <Date Time>

To: <parent contact pi email>

CC: <pi delegate(s) email>

Subject Line: SO returned Inclusion Data for grant [parent Grant Number]
Dr. [parent Contact PD/Pl Name],

SO returned Inclusion Data for:

* [parent Grant Number] - [parent Project Title].

* Inclusion Data Record (IDR) # - [IDR#]

* Study Title — [Study Title]

If you have any questions about this email, please contact your Program Officer, [PO Name] at
[PO Email] or by phone at [PO Phone].

If you incur any problem while using the eRA Commons, please contact the eRA Help Desk at
1-866-504-9552 or commons@od.nih.gov.

4.1.4.3 A Delegated Pl Has Submitted the IDR to Agency

Some PlIs are delegated authority in eRA Commons to submit progress reports to the Agency on
behalf of the SO and institution. These same delegated eRA Commons users have the ability to
submit IDRs to Agency.

The following email is sent to the Signing Official when a delegated PI submits an IDR to
Agency.

For information on routing IDRs to Agency, refer to the topic titled Route to Agency.
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From: eraNotifications@mail.nih.gov
Sent: <Date Time>

To: < SO email>

CC:<>

Subject Line: Pl routed Inclusion Data to Agency for grant [parent Grant Number], Inclusion
Data Record# [IDR#]

Pl routed Inclusion Data to Agency for:

* [parent Grant Number] - [parent Project Title].
* Inclusion Data Record (IDR) # - [IDR#]

* Study Title — [Study Title]

If you have any questions about this email, please contact <Pl Name> at <pi email>, who
initiated this action.

If you incur any problem while using the eRA Commons, please contact the eRA Help Desk at
1-866-504-9552 or commons@od.nih.gov.
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5 Inclusion Data Record Statuses

Throughout the process from creation to submission to Agency, an inclusion data record will
take on various statuses depending on the action completed against it. These different statuses
aid in determining the current point in the work flow, pending needs and requirements, and past
actions taken. An IDR’s status also determines what action(s) can be performed against it. IDRS
requiring updates can be edited, while IDRs accepted by the Agency can only be viewed.

The following list gives an explanation of each status.

Accepted (PI Revisions): Grantee has modified the IDR after original submission, but before
release of the award

Accepted (Original Submission): The IDR has been accepted at award issuance based on what
was originally submitted. (Data migrated from the previous data system may also have this status
when awarded.)

Grantee Updates in Progress: Grantee user has created the IDR; Grantee user has initiated
updates on an IDR (Edit Planned or Edit Cumulative); and/or SO has routed an IDR back to the
Pl

Inclusion Updated: Grantee has updated cumulative (actual) enrollment counts via the
RPPR module in Commons

Previous FY Data: Data from previous fiscal year has been rolled forward into the next project
record

Pending SO: IDR has been routed to the SO

Received by Agency: IDR Form (Planned or Cumulative) has been received as part of the
electronic application submission (i.e., Grants.gov/eSub or ASSIST); Grantee user (SO) has
routed the IDR via IMS in the Commons Status module to the Agency; Agency user has created
anew IDR in IMS

Received by Agency — RPPR: Grantee user submitted IDR to Agency as part of the Research
Performance Progress Report (RPPR)

Requires Updates: Grantee user accessed the inclusion data via the RPPR module in Commons;
Grantee user has created a new Planned Inclusion Form via the RPPR module in Commons
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6 Inclusion Enrollment via the Progress Report

When the progress report is due, you must access IMS using the RPPR module of Commons and
submit the inclusion data with your RPPR. Access to IMS within RPPR is found in Section G -
Special Reporting Requirements. Question G.4 addresses Human Subjects in the progress
report, with question G.4.b specific to inclusion enrollment data. Navigate to question G.4.b to
find the Inclusion link to IMS.

The NIH and Other PHS Agency Research Performance Progress Report (RPPR) Instruction
Guide provides additional information on filling out Section G as well as all other sections of the
progress report. Refer to Chapter 5.2.4 and Chapter 6.7 of the RPPR instruction guide for more
information.
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