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CONTACT US

Document Comments:
We value your feedback on this document.

How are we doing? The Communications & Documentation Team of the electronic Research
Administration (eRA) is dedicated to serving our community and welcomes your feedback to assist
us in improving our user guides. Please send comments about the user guide to this

address: eRA Communications@mail.nih.gov.

For general questions about this module and associated business processes:
Please contact your IC Coordinator. A list of IC Coordinators is available online:

http://inside.era.nih.gov/techrep list.cfim.

Troubleshooting support:

Please contact the eRA Help Desk:
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:helpdesk@od.nih.gov (for IMPAC II Support)

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

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 Introduction to Inclusion Management System (IMS)

The inclusion of women and minorities in clinical research is mandated by law (Public Health
Service Act sec. 492B, 42 U.S.C. sec. 289a-2) and NIH policy. Regardless of source of NIH
support (e.g., intramural, extramural, contract, grant, cooperative agreement, etc.), all studies that
meet the NIH definition for clinical research must address plans for the inclusion of women and
minorities, provide a planned enrollment report (or cumulative report if working with an existing
dataset) breaking down the sample by sex/gender, race, and ethnicity, and report at least annually
on inclusion enrollment progress.

POLICY AND RELATED RESOURCES:NIH Policy on the Inclusion of Women and
Minorities in Clinical Research.

The Inclusion Management System (IMS) supports monitoring and oversight of inclusion data,
taking advantage of the structured inclusion data being collected on competing applications to pre-
populate inclusion data records and allow grantees or Agency staff (in certain circumstances) to
directly manage their inclusion data in the system throughout the awarded project period.

With the IMS....

o Inclusion enrollment report forms received with competing application submissions will
automatically populate the IMS.

o NIH grantees completing their RPPR (Research Progress Performance Report) will be
prompted in Item G.4.b to access and update inclusion records directly in IMS.

o Grantees will be able to access their inclusion enrollment data in IMS via the eRA Commons
Status page, and can add, review, or update their inclusion data as needed.

o Ongoing enrollment information from the previous Population Tracking data system has
migrated to the IMS (as of October 2014). Due to changes in the report format, grantees will
be prompted to update Cumulative Inclusion Enrollment data into the IMS format at the time
of the RPPR. They are encouraged to update Planned Enrollment data as well, but are not
required to do so.

« Inclusion enrollment (planned and actual) can be entered and managed by staff for contracts
involving clinical research.

Inclusion Data Records

An Inclusion Data Record (IDR) typically consists of the planned enrollment, cumulative (actual)
enrollment, and the mandatory and optional attributes that further describe the study or study
population. IDRs can be created several ways:
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1. An IDR will be created when an enrollment report form is submitted with a competing
application through Grants.gov or ASSIST;

2. A grantee may create an IDR directly in IMS through the Commons Status or RPPR
screens; and

3. For certain types of funding (e.g., paper grant submissions, contracts, etc.), NIH staff will
create an IDR in IMS on behalf of the investigator. Regardless of which avenue for creation
of an IDR, NIH staff needs to ensure that the IDR (or IDRs) is set up in the manner
appropriate for monitoring inclusion in the context of the science.
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2 Search Parameters

The search screen is used to search for and view a set of requested applications or awards and
corresponding inclusion data records (IDRs). The screen is divided into two types of

searches: Basic and Advanced. In the Basic Search, you can query for records using parameters
such as grant number, PI name, project status. The Advanced Search allows you to enter more
detailed search criteria, either specific to the application or award or to the corresponding IDRs.
There are three methods of accessing the search screen:

o From within IMS directly

o From Program Module (PGM) via the Export Hitlist to IMS button on the search screen
o From QVR by selecting eRA Modules—Inclusion Management System

Upon entering the screen from the IMS menu, the Basic Search section is expanded. The
Advanced Search sections can be expanded by selecting the [+] icons displays the parameters in
that section.

[-] Search Parameters @

ﬂ Basic Search

Typa Agtivity *Ic Safigl @ ¥ Suffix IC Subspraject 1D

Grant # L, |cA 4 s

Pl Narme

Praject FY Q, Council Round
S YR
Project Status Y

Project Class ¥| Grants Intramurals Contracts

Searc|
d vanced Search

Figure 1: Default View of Search Parameters

To perform a search, enter the appropriate parameters and select the Search button. You can reset
the search parameters by selecting the Clear button. The different search parameters are discussed
later in this topic.

PGM When accessing this screen via the Program Module (PGM), the Search Parameter fields
will be collapsed, and the hitlist automatically displayed to include the project(s) that were
requested in the PGM module, including parent project and subprojects. The limit of records
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displayed when accessing this screen via PGM is 500. If your PGM search results in more than
500 records, only the first 500 records are displayed.

NOTE: If returning to this page after performing a search and navigating away, hitlist will remain
intact from original search.

QVR: IMS and QVR are integrated allowing QVR to send search results to IMS. After
performing a search in QVR, you can select the eRA Modules—Inclusion Management System
option to send the QVR hit list to IMS.

When IMS is accessed via QVR, the search parameter fields are collapsed and the search results
pre-populated with the result set from your current QVR search, including all associated
components of a project where applicable.

The label Results include QVR Hit List appears at the top of the screen to indicate that the results
in the hit list correspond to a QVR search. You can use the search parameters to further narrow the
results. You can clear the QVR hit list results by selecting the Clear QVR Hit List link displayed
next to the label.

The QVR label will only display on the search screen if IMS was accessed via QVR. Clearing the
QVR hit list removes the label, as well.

The limit of records displayed when accessing via QVR is 500. If your QVR query results contain
more than 500 records, only the first 500 display in IMS. IMS will alert you with a warning
message when this occurs.

[-] Search Parameters @ Results include QUR Hit List Clear QVR Hit | ist@

m Basic Search

t Advanced Search

Figure 2: QVR Hit List on IMS Search Parameters

To perform an additional search in IMS (after importing a hitlist from QVR or PGM), enter the
appropriate parameters and select the Search button. Y ou can reset the search parameters by
selecting the Clear button. If you are finished with the imported hitlist (from PGM or QVR) and
want to perform a search directly in IMS, it is important to press the Clear button to ensure that the
criteria from the QVR or PGM-imported search are removed.
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2.1 Basic Search

(-] Search Parameters @

ﬁ;_ Basic Search \

Type Atieity =S Serial @ Y e Sufix G Subprojed 10
Grant # 'y L |cA QL
Fl Hame
Praject FY 'y Council Round
w5, 2012, 2014 P
Project Status A

k:‘rc;e-:l Class | Grants Intrarmurals Contracts _/

ii: Advanced Search

Figure 3: Basic Search Query Parameters

Results include QVR Hit List

Label is displayed on the screen only if you access IMS from QVR. Use the Clear QVR Hit List
link to remove QVR search results.

Grant #

Enter values into the fields or select the lookup icon next to the field to search for a select a value.
Y ou may enter/select multiple values.

The Grant # field is made up of individual fields representing the components that make up the
entire grant number pr intramural project number. When searching by Grant #, one or all of the
component fields can be used, however, the IC is required when searching by Grant #. The Grant
# is comprised of the following:

Type: Represents the type of project, such as new, renewal, etc. To search on this field,
enter a value or use the look-up tool to search for and select a value.

Activity: Represents the specific category of support, such as research project, fellowship,
etc. To search on this field, enter a value or use the look-up tool to search for and select a
value.

IC: Represents the institute/center associated with the project. To search on this field, enter a
value or use the look-up tool to search for and select a value. This field is required when
searching by Grant #.
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NOTE: This field is pre-populated with your own IC.

Serial #: A unique number identifying the specific project. To search on this field, enter a
value.

Year: Represents the current year of support (e.g., 01 indicates a new project). To search on
this field, enter a value.

Suffix: Used for supplements, amendments, or fellowship institutional allowances and not
included in all project numbers. To search on this field, enter a value.

IC Subproject ID: The identification number for a subproject. To search on this field, enter
a value.

PI Name (Last, First, Middle)

Enter a value into the field(s). If searching by Middle or First Name, Last Name must also be
entered.

Project FY

Enter the fiscal year of the project into the field. Y ou may enter multiple years using commas (,)
between values.

Council Round
Council Round must be entered in a YYYYMM format.
Project Status

Enter values into the fields or select the lookup icon next to the field to search for a select a value.
Y ou may enter/select multiple values.

Project Status values are as follows:
Awarded
Cancelled
Division of Receipt and Referral
NRFC
Pending
Pending Award

Pending Council

Search Parameters 6 July 17, 2015



IMS User Guide for Internal Agency Staff

Pending IRG

Selected for Resources, no funding involved
Terminated

To be Paid

Unknown

Withdrawn

Project Class

Select the Grants, Intramurals, and/or Contracts checkbox(es) to limit the project class included
in your search. This field defaults to Grants only if QVR hit list label is not displayed (to avoid

accidental filtering on secondary search) and is not required.

2.2 Advanced Search

The Advanced Search area contains a section of parameters specific to projects and one specific

to IDRs. A search may be performed using criteria from either or both sections.

[-] Search Parameters @

L-| Basic Search

Typa Activity . Sarigl & ¥ Suttin I Subprojec ID

Grant # 4\ L ca 4

Firsi
Pl Hamse:
Praject FY A Council Round
g 2012 2014 M
Propect Status Fy
Prapect Class +| Grants Intramurals Contracts

-] Advanced Search

i Project Fields

I*| 1DR Fields

Figure 4: Advanced Search Contains Grant Fields and IDR Fields Sections
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2.2.1 Project Fields

[-] Search Parameters @

[*] Basic Search

i = Advanced Search

('_ ijnci Fields \

Appl ID Display Paper Applications only
Clinical Trial Code [=] Phase Il Clinical Trial Code [=]
PCC Inclusion Monitoning Required? E‘ FOA

" Firtt
PO Name — g

Contract Document#:
e.g.. 2012008000051C, NO1HRT

o
+

[*] DR Fields

Search

Figure 5: Grant Fields Query Parameters under Advanced Search

Appl ID
The unique, system identifier number assigned to a project. Enter a value into the field.
Display Paper Applications only checkbox

Select this checkbox to return only paper application submissions in your search results. When
unchecked, both paper and electronic application submissions are returned.

Clinical Trial Code

Select an option from the drop-down box, Yes or No.

Phase III Clinical Trial Code

Select an option from the drop-down box to search for that value.

Phase III Clinical Trials Codes are as follows:
X — Not Clinical Research, or unscored; Gender/Minority Codes not assigned
Y — NIH-defined Phase III Clinical Trial
N — Clinical Research — not an NIH-defined Phase III clinical trial

PCC
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The Program Class Code on a project. Enter a value into the field. The system returns all similar
values without the use of a wildcard (e.g., entering 1A will return 1A 123, 1A345, etc.).

Inclusion Monitoring Required
Select an option from the drop-down box, Yes or No.

Refer to the topic titled Inclusion Monitoring Required on Page 23 for more information on these
other Inclusion Monitoring Required values.

Although the search values are limited to Yes and No, search results will include all matching
records beginning with either Yes and No. Choosing to search on Yes could return records with a
value of Yes or Yes-POL, which is for projects that were originally No and changed to Yes per a
policy decision. Searching on No could return records with the value of No, No-POL, No-DCC,
No-ISS, or No-CTP. No-POL is for projects that were originally Yes, but changed to No per policy.
No-DCC (Data Coordinating Center) and No-ISS (Individual Site Study) are values used when
multiple, separate awards involve the same clinical study(s) and where monitoring will be specified
to occur on a specific award(s). No-CTP (Contract Tracked on Project) is set automatically for
contract parent awards. For contract projects (created in CIMS 1688 module), the values will be
Yes or No based on whether human subjects are involved.

FOA

Enter a valid Funding Opportunity Announcement number into this field.
PO Name (Last, First, Middle)

Contract Document #

Enter a contract document number into this field to search for contracts with this contract document
number. The contract document number is part of the contract number. It ties together contracts in
different FY's and parent and project contracts. The search will bring contract parent(s) and
contract project(s) for a selected FY (or all FY(s) if FY is not specified). You may enter multiple
contract document numbers by using commas (,) between values.

For more information on contracts, refer to the topic titled Contracts on Page 99.
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2.2.2 IDR Fields

(] Search Parameters @

H Basic Search
[-] Advanced Search

[+ Project Fields

-Ti IDR Fields

Foreign Enrcliment Flag (7] v Source Unigue Value (SUV e

R+ @ DR 1C10:@
Clinical Trial Code v Phase Ill Clinical Trial Code

DR Status: 0 v

Recruitment Status 2]

Existing Dataset or Resource: 7]
No Planned Enreliment Reason (7} M
DR F\'

3. 2012, 2004

¥ Follow Up Flag v

Q\\:a Quality Contrel (7} M

B BE=

Figure 6: IDR Fields Query Parameters under Advanced Search
Foreign Enrollment Flag

Foreign/Domestic indicates whether the IDR involves participants from a non-US site (i.e.,
foreign) or a US site (i.e., domestic). It is a required attribute.

Foreign/Domestic Indicator values are as follows:
Foreign
Domestic

Source Unique Value (SUV)

The Source Unique Value (SUV) is a unique identifier for an IDR, assigned to intramural or
contract project, when the IDR is inserted via the contract and intramural web service. The

indicator stays consistent from year to year, regardless of IC changes.This information is not
editable in IMS. To search for an IDR by its SUV, enter the identifier into the free-text field.

IDR #
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The IDR# is the unique Inclusion Management System-generated identifier for the inclusion data
record (IDR). This number remains unchanged throughout the lifetime of the grant. Enter a value
in the field to search for that specific IDR.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be blank
if an IDR IC ID number was not assigned.

Clinical Trial Code

Select an option from the drop-down box, Yes or No. This field indicates whether the specific IDR
involves a clinical trial. It is an optional attribute. This field could be blank if the clinical trial code
was not assigned by staff.

Phase III Clinical Trial Code
This field indicates whether the specific IDR involves an NIH-defined Phase III clinical trial.
Select an option from the drop-down box.
Phase III Clinical Trials Codes are as follows:
X — Not Clinical Research, or unscored; Gender/Minority Codes not assigned
Y — NIH-defined Phase III Clinical Trial
N — Clinical Research — not an NIH-defined Phase III clinical trial
IDR Status

Select a value from the drop-down box to search for projects with a corresponding Inclusion Data
Record with a particular status.

IDR Status values are as follows:
Blank: Default value, returns all

Accepted — Not Rolled Forward: The IDR is either marked as Not Funded or as Type 2
Progress Report. The project is awarded, but the IDR is not rolled forward into an out year
record.

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

Accepted by Agency: OER has frozen ability to modify inclusion data for IDRs on
contracts or intramural projects for the selected FY.

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 PI

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 a new IDR in IMS; IDR is inserted or updated via web service. This applies to
intramural projects and certain contracts.

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

Recruitment Status

Select a value from the drop-down box to search for projects and corresponding Inclusion Data
Records with a specific study recruitment status. Note that this is an optional attribute that may not
be populated. Search values are as follows:

Blank: Default value, returns all
Not yet recruiting: Participants are not yet being recruited
Recruiting: Participants are currently being recruited

Enrolling by invitation: Participants are being (or will be) selected from a predetermined
population
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Active, not recruiting: Study is ongoing (i.e., patients are being treated or examined), but
participants are not currently being recruited or enrolled

Completed: the study has concluded normally; participants are no longer being examined or
treated (i.e., last patient’s last visit has occurred)

Suspended: Recruiting or enrolling participants has halted prematurely but potentially will
resume

Terminated: Recruiting or enrolling participants has halted prematurely and will not
resume; participants are no longer being examined or treated

Withdrawn: Study halted prematurely, prior to enrollment of first participant
Existing Data Set

If there are questions regarding the definition of an existing dataset or resource, please refer to the
following FAQ: http://grants.nih.gov/grants/funding/women min/datasets fag.htm

Existing Dataset values include:
Yes
No

No Planned Enrollment Reason

The No Planned Enrollment Reason indicates why there is no planned enrollment data for the
Inclusion Data Record (i.e., planned enrollment counts are equal to zero).

Valid values are as follows:
Blank
TS Phase I Toxicity Study
Delayed On-Set

IDR FY

Fiscal year of the IDR.

Enter values into the fields or select the lookup icon next to the field to search for a select a value.
Y ou may enter/select multiple values.

Follow Up Flag
Select an option from the drop-down box, Yes or No.

Yes: Returns only projects marked for follow-up by Agency staff. Parent grants marked for
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follow-up will result in all subprojects displayed in results even if not all subprojects are
marked for follow-up.

No: Returns only projects not marked for follow-up by Agency staff. Parent grants not
marked for follow-up will result in all subprojects displayed in results regardless of whether
those subprojects are marked for follow-up or not.

Blank: No selection will return all matching records regardless of follow-up indication.
Data Quality Control Query

When performing a search using a Data Quality Control Query parameter, the Project FY is
also required, and you must enter a value into the Project FY field.

Select an option from the drop-down list.
Blank: Default value, returns all records.
Delayed On-set: Query for all IDRs flagged as delayed on-set

Foreign countries exist for domestic IDR: Query for all grants including all their
subprojects where IDR(s) exist with Foreign/Domestic indicator set to Domestic, but foreign
countries are entered in the system on the country list

Inclusion monitoring is NOT required, but IDR(s) exist: Query for all projects including
all their subprojects where the Inclusion Required flag for the parent is No or No-POL, but
IDR(s) are present in the system, excluding Delayed On-set IDRs

Inclusion monitoring is required, but IDR(s) don't exist: Query for all projects (including
all their subprojects) where the Inclusion Required flag for the parent is Yes or Yes-POL, but
IDR(s) are not present in the system, excluding Delayed On-set IDRs

Inconsistent Phase III Clinical Trial Codes at Project and IDR Levels: Phase
III Clinical Trial Code on project level is set to N or X, but this code on IDR level is setto ¥

Manually updated Inclusion Required field: Query for all grants including all their
subprojects where Inclusion Required field has been manually updated by OER

Not Funded: Query for grants having an IDR(s) that will not be funded. Not Funded IDRs
are not rolled forward into the out year record. At the time of award, the status of the not
funded IDR is updated to Accepted — Not rolled forward.

Zero Enrollment: Query for all IDRs with zero cumulative (actual) inclusion enrollment
Zero Planned: Query for all IDRs with zero planned enrollment

Zero Planned and Enrollment: Query for all IDRs with zero planned and actual
enrollment
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Zero Planned, Not Delayed On-set: Query for all IDRs with zero planned enrollment and
not flagged as a delayed on-set study

2.3 Search Results

Projects and their corresponding IDRs that match the entered search parameters —or were selected
from PGM, GM, or QVR — will display in the hitlist at the bottom of the screen. The number of

matching records is capped at 500, with 50 records displayed per page. Pagination links appear at
the top and bottom of the results hitlist for navigating to additional records.

[*] Search Parameters @

Manage IDRs | GUM | SMS

{500 itemns fiound, displaying 51 to 100, [First/Prav] 1.2.3. 4 5. 6. 7.8 [M-‘Lﬂ.ﬁlli}
— -
Inclusion
Elag Projectf Receiv ncy * EY = PlName * HS = Monitoring PCC = PO Name *
1RQICA1Z23456-01 2 Yes 2015 | Austen, Jane 20 Yes 2PIM nn I h
E IDRs Exist: ¥ - -
Manage IDRs | GUM | SMS Project Title: Pride & Prejudice and the Human Psyche
1CAR54371.01 3 Yes | 2015 IQB.M_E STEPHAN | E2 | Yes IKCM IFIgn‘ung Henry
E- IDRs Exist: ¥
Manage IDRs | GUM | SMS Project Title: The Red Badge of Courage and Other Skin Anomalies
1R01CA22222.01 O3 Yes | 2015 [DOYLE ARTHUR CONAN [ 2 [ ves 5PDI | HOLMES. SHERLOCK
IDRs Exist: ¥
E m!ng;gl IDRs | GUM | SMS Project Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from the disease
IRDICAI33333.01 O No | 2015 [doyce. James [ & | Yes |
IDRs Esdist: N
E Man: XIsts GUM | SM Project Title: A Study on The Portrait of the Artist as a Young Man through Adulthood
Manage IDRs | GUM | SMS
= Yes | 2015 [Lee Harper | a | Yes FOTD | Finch, Aticus
IDRs Exist: ¥
E Manage 1DRs | GUN | SMS Project Title: Improving and managing the development of methods used to Kill a Mockingbird disease an __More
1ROICA234567-01 2 Mo | 2015 [POE EDGARALLAN [ & | Yes [CLEMM. VIRGINA
IDRs Exist: M
E Man. IDRs | GUM | SM: Project Title: Study of The Tell-tale Heart Disease and its vanous treatments
Manage IDRs | GUM | SMS
1PQICAM5678-01 O No | 2015 [sﬂggggpegag WILLIAM | 20 | Yes 0KBP ] Goodfallow. Robin

Project Title: A Midsummer Night's Dream and sleeping disorders

| PrPT—

T coee Torienim comem o L

P P

Figure 7: Sample Results Displayed in the Hitlist

The hitlist table displays each project in a row. Associated IDRs are collapsed beneath each project
row and can be displayed individually by selecting the plus sign (+) or all at once using the
Expand All link at the top of the list. The IDR section of this hitlist is discussed in greater detail
below. Refer to the sub-section of this topic called /DR Hit List on Page 21 for more information.
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[+] Search Parameters @

Expand All | Sh: | Sh nl riged | 500 items found, displaying 51 %0 100.[First/Prev] 1.2.3 4 5. 6 7. 8 [Next/Last)
Any IDR in Inclusion
Flag = Projectf = Received by Agency - B = Pl Name = HS = Monitoring = | PCC = PO Name
Status? Required?
1 = Yes 2015 | Austen, Jane 20 Yes 2PIM n I h
IDRs Exist: ¥
EI | GUM | SMS Project Title: Prde & Prejudice and the Human Psyche
1 1010 Yes | 2015 |crane sTEPHAN | e | Yes [ 3xcm [Fiaming Honey
IDRs Exist: Y
Manage IDRs | GUM | SMS Project Title: The Red Badge of Courage and Other Skin Anomalies
1R01CA222222.01 ves | 2015 [DOYLE ARTHUR cotuaN | @ | v [ sPoi [HOLMES SHERLOCK
IDRs Exist: ¥
@ m | GUM | SMS Project Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from the disease
A Planned Data Actual Data
| I | el e Last Upd Date/ID Last Upd DateflD B
Received by Agency 09/12/2014 / DOYLE_ARTHUR CONAN
Study Title: A Study in Scarlet Fever and the effacts of treatment on patients suffering from __More
00151 Received by Agency [09/12:2014 / DOYLE. ARTHUR CONAN [
Study Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from __More
1R0ICA33333.01 O Mo | 2015 |Joyce James [ 20 | v | [
IDRs Exist: N
EI m’;‘_“;;& | GUM | SMS Project Title: A Study on The Portrait of the Artist as a Young Man through Adulthood
No Inclusion Data Records
= Yes | 2015 [use. Harper | @ | ves [ rFom [Finch Aticus
E IDRs Exist: ¥ - . = ————
Manage IDRs | GUM | SMS Project Title: Improving and managing the development of methods used to Kill a Mockingbird disease an __More
1RO1 7012 Mo | 2015 [POE EDGAR ALLAN [ o | Yes [ [ cLEnm. viRGua
EI IDRs Exist: N
Manage IDRs | GUM | SMS Project Title: Study of The Tell-tale Heart Disease and its vanous treatments
1P01 = No | 2015 |SHAKESPEARE WILLIAM | 2 | Yes | okeP |Goodiellow. Robin

Project Title: A Midsummer Night's Dreamn and sleeping disorders

s s A s s

Figure 8: Expanding Records in the Hitlist

If subprojects exist, they are displayed in their own rows below the parent application. The Hide
Subprojects link at the top of the list is used to remove the subprojects from the view.

NOTE: If only a specific subproject matches the entered search criteria, that subproject will
display along with its parent application. In this case, other subprojects belonging to the parent will
not display (e.g., searching by Appl ID of a subproject will return only the matching subproject
and its parent, not the other subprojects).

[*] Search Parameters @
Expand Al |
s B T s K = Pl Name = HS = onitari s BCC PO Name =
Flag = Projecté + 7 - - ¢ Lonitosing
n o= No 2015 |AUSTEN JANE 20 Yes WECL | WOODHOUSE. EMMA
IDRs Exist: Y - -
| GUM | SMS Project Title: Fride & Prejudice and the Human Psyche

L;’ngmzsase-mrcure-om ~ Ho | 2015 [austEN sane | o | | wecL |

IDRs Exaist: 4
EI Manage IDRs | SMS Subproject Title: Core A: Administrative and Clinical Support

2P01MH123456-16/Core-002 No [ 2015 [eEmEr EaseTH [ w ] [ weer |

IDRs Exist: N
|EI Subproject Title: Core B: Biostatistics and Bininformatics

2DPFE1I\E|H1?BSS-1E."Cme-003 Ho [ 2015 [oarcy FrzvaLLan | & | | wect |

IDRs Exast:
E Manage IDRs | SMS Subproject Title: Core C: Cell Processing and Immune Assessment

2P01MH123456.16/Program-Integration-00 Mo [ 2015 [austEn sane [ w ] [ weeL |
EI IDRs Esdist: M o - "

Manage IDRs | SMS Subproject Title: Frogram Integration

2P01MH123456-16/Project-001 Yes | 2015 [ausTEn s | ¥ | | wect |
EI IDRs Exist: ¥ . N

Manage IDRs | SMS Subproject Title: Project 1

2P01MH123456-16/Project-002 Yes | 2015 |DEBURGH. CATHERINE [ ¥ | [ weer |
El IDRs Exist: ¥

Manage IDRs | SMS Subproject Title: Project 2

2PO1MH123456-16/Project-003 Yes I 2015 lw 1 Y I 1 WBCL l
IDRs Exist: ¥

| SMS _‘/ Subproject Tite: Project 3
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Figure 9: IMS Search Results for Parent and Subprojects

2.3.1 Hit List Links

The following links appear at the top of the search results and are used to control the display of the
results.

Pagination Links: Select the specific page number link, [First/Prev], or [Next/Last] link to
navigate through all resulting records in the hit lit.

Expand All: Select this link to display the collapsed list of associated IDR records under each
grant record. This link exists only when those records are hidden. Expand the list of IDRs for an
individual project by selection the plus sign icon (+) in the Flag column for the project.

Collapse All: Select this link to hide all IDR records associated with each grant. This link exists
only when those records are displayed. Collapse the list of IDRs for an individual project by
selection the minus sign icon (-) in the Flag column for the project.

Hide Subprojects: Select this link to remove subprojects from the view

Show Subprojects: Select this link to display subprojects (if applicable). Only subprojects that
match the search will be displayed.

Show Only Queried IDRs: Select this link to display only IDRs that meet the specific search
criteria. Other IDRs associated with a given project or subproject that do not meet the criteria will
be filtered out and not displayed.

[*] Search Parameters @

G_s_\::..u_ﬂ_f_‘\!_lj Shew Subprojects | Show Only Queried IDRs ) ﬂuo items found, displaying 51 to 100.[First/Prev] 1.2, 3, 4, 5. 6, 7, § [Next/Last]
7 ~I =
Any IDR in nclusion
Flag Project# Received by Agenc EY Pl Hame = HS Monitoring PCC PO Name
Status? Required?
1R0ICAT 56012 Yes 2015 | Austen, Jane 20 Yes 2PIM nnet, El h
1 IDRs Esdst: Y I = - -
= Manage IDRs | GUM | SMS Project Title: Pride & Prejudice and the Human Psyche
AN ES 3ACM Eleming, Henry

IR0ICAR54321-01 3 2015 | CRANE, STEPHAN

Figure 10: Hit List Links for Viewing Records

2.3.2 Hit List Columns

Records matching the entered search criteria display in a table. If no matching records are found,
IMS will display No records found instead of the hitlist. In this event, review your search criteria
and try again.
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[*] Search Parameters @
Expanc il Shoue Subotaiects-| Shoue Ciolie Cuasiad 0B 500 itamefound disp Alto 00 (EietBead 32 3o d b b T f-thlaci o acil
ny IDR § nclusion
Elag Project# Received by Agency EY Pl Name = HS Monitoring PCC PO Hame
Status? Required?
TRMCATZENE-0TT Yes 2015 | Austen, Jane 20 Yes =) nnet, E h
EI IDRs Exist: Y - -
Manage IDRs | GUM | SMS Project Title: Pride & Prejudice and the Human Psyche
1RDICAGS4321:01 Yes [ 2015 ];gguE STEPHAN [ E2 [ Yos UCM ]F|nn-..ng Henry
EI IDRs Exdist: Y
Manage IDRs | GUM | SMS Project Title: The Red Badge of Courage and Other Skin Anomalies
r |10 010 Yos [ 2015 [poviE ARTHUR conan [ 2 | Yos 5PDI  [HOLMES SHERLOCK
L: IDRs Exist: Y -
Manage IDRs | GUM | SMS Project Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from the disease
. - Planned Data Actual Data
Flag IDR# IDRICID |IDR Status Last Upd DateflD Last Upd DatefID
1021513 Received by Agency 09/12/2014 / DOYLE. ARTHUR CONAN
. . Study Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from __More
R Received by Agency [09/12/2014 / DOYLE. ARTHUR CONAN [
' 51 b
) Study Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from _More
1RDICA3I3333-01 3 [ No [ 2015 Toyce James [ 20 ] Yes

Figure 11: Search Results Hitlist Columns

The following data is included in the results table:
Flag

This column displays a red flag if at least one IDR under the grant record has been marked for
follow-up. When the hitlist is expanded, the flags can be found displayed next to the individual
IDRs. Click on the flag to mark or unmark it as needed.

This column also holds the link for expanding or collapsing the list of IDRs for an individual
project. Select the plus sign (+) to expand the list or the minus sign (-) to collapse it as applicable.

Project #

This column displays the project number as a hyperlink; the icon for opening Grant Folder (for
grants); indication of paper application; Y/N to indicate that IDRs exist; and links for opening the
Manage IDRs screen, Grants Update Module (GUM), and Subproject Management System (SMS)
where applicable. Click here for an explanation of each field in this column.

Grant number hyperlink: Displayed only for grants. Select the grant number to open the
Grant Snapshot Report. This link is only available for parent grants of subprojects or for
single grants. Subproject grants do not have access to this report and the grant number does
not display as a link for subprojects.

Contract Number: Displayed only for contracts. Select the contract number to open the
Contracts Information pop-up. Refer to the topic titled Contracts on Page 99 for details
about this screen.

For the same contract document number within the same FY/, the hitlist will display contract
parent (contract numbers ending in () and contract projects (contract numbers ending in
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anything other than 0).For more information on contracts, parent vs project contracts,
contract document numbers, etc., please refer to the topic titled Contracts on Page 99.

Grant Folder: Select the folder icon next to the grant number to open the Grant Folder.
Grant Folder is only available for parent grants and single grants.

Paper application indicator: The word (paper) appears next to a grant number to indicate
submission as a paper application.

IDRs Exist: Indicates whether IDRs exist for the project by displaying a Y or N value. For
some projects (see below), the indicator displays as a link to the IDR Counts pop-up screen.
Refer to the section of this document titled /DR Counts on Page 27 for info on this screen.

o Single project grants: Indicates the existence of IDRs for that grant. The number is not
displayed as a link.

o Parent grant with subprojects: Indicates that IDRs exist on either the parent project or
on at least one subproject. The number is displayed as a link, which opens the /DR
Counts pop-up window for the parent grant.

o Subprojects: Indicates that IDRs exist for this particular subproject. The number is
displayed as a link, which opens the IDR Counts pop-up window for the parent grant.

o Multi-year funded awards: Not displayed for these award types.

o Contracts: Indicates that IDRs exist for that specific contract (regardless of where it is

a parent or project contract).

Manage IDRs link: Select this link to open the Manage Inclusion Data Records screen.
The information on the screen varies depending on the Manage IDRs link selected.

o Single project grants: Manage Inclusion Data Records screen displays all IDRs for the
grant.

o Parent grant with subprojects: Manage Inclusion Data Records screen displays IDRs
for the parent grant and all subprojects.

o Subprojects: Manage Inclusion Data Records screen displays only IDRs for that
subproject record.

o Contracts: Manage Inclusion Data Records screen displays for that contract record
only.

Refer to the section of this document titled Manage Inclusion Data Records on Page 29 for
more information on this screen.

GUM: Select this link to open the Grants Update Module (GUM) for the project. The link to
GUM is available for parent grants, single grants, and contracts. Note that GUM does not
provide much information for contracts and may have limited utility.
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SMS: Select this link to open the Subproject Management System (SMS) for the parent
grant. This link is not available for multi-year funded awards, contracts, or intramural
projects. For more information on SMS, refer to the Subproject Management System (SMS)
User Guide located online at http://inside.era.nih.gov/files/SMS userguide.pdf.

Any IDR in Received by Agency Status

Yes or No value to indicate whether or not the at least one of the IDRs under the grant is in
Received by Agency status. For parent grants, this indication applies to the parent and subprojects.

For contracts, the value reflects only the specific contract project.
FY

Represents the fiscal year of the grant record.

PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the PI Details pop-up
displaying the person's contact information.

HS

Displays the Human Subject Code of the single/parent grant, contract parent record, and intramural
projects. For subprojects and contract projects, it displays a Y (yes) or N (no) value.

The value for parent and subproject grant applications is displayed as a link, which opens the
Human Subjects pop-up, displaying grant application information. Refer to the section of this
document titled Grant Application Information on Page 24 for more information on this pop-up
screen.

Inclusion Monitoring Required?

Displays a Yes or No value (or those set manually, e.g., Yes-Pol, No-CTP, etc.) depending on
whether inclusion monitoring is required. This value is not displayed for subprojects grants.

PCC

Displays the Program Class Code for the grant or contract record. This field is always blank for
intramural projects. This field is always blank for intramural projects.

PO Name

Displays the name of the project's primary Program Official (PO). The name is displayed as a link,
which opens the PO Details pop-up displaying the PO's contact information.

Project Title/Subproject Title
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Displays the project title for the record. In the case of subprojects, this field is labeled Subproject
Title.

2.3.3 IDR Hit List

Every record in the search results includes the expand icon [+] to expand all associated IDRs for
that project. A project's IDRs are displayed in this list sorted by IDR IC ID, followed by IDR #,
number in descending order. Initially, up to 10 IDRs display in the hitlist, however, if more than 10
IDRs exist, the remaining records can be displayed by selecting the see all IDRs... link at the end
of the list of 10.

Search Parameters @
;xgng All | ghgw gggg EEE | ghgw gnlg ggsngg IDRs
Elag = Projectt = Received by Agency = B = Bl Name * Hs = Monitoring = BLC = PO Name <
Status? Required?
EP01CA456789-16 L Mo 2004 | Shakespears William 30 Yes 40CL Marowe, Christopher
Ei IDRs Exist: Y
Manage IDRs | GUM | SMS Project Title: THE TAMING OF THE FLU
Planned Data Actual Data
Flag IDR# IDRIC I |IDR Status Last Upd Date/ID Last Upd Date/ID

62847 DMD0-274 Accepted (Original Suhmissian.J 03/23/2004 / Shakespeare, William 03/2312004 / Shakespeare William
Study Title: Study for the Taming of the Flu

50572 | omserzz Anceptef! (Original Submission) [0211312004 / Shakespeare, Willam [0z132004 1 5 —
Study Title: Measure for Measure and Other Scientific Methodelogies for the Treatment of Sym,_More

50574 | DMorzrg fhccepted (Original Submission) [02/132004 / Shakespeare. Williars [02/13/2004 ] Shakespeare. William
Study Title: All's Well That Ends Well with advancements in medicine and medical research for __Mose

50573 i issi I Shakespeare, William / / Shakespeara. YWillia

; DMST-206 Acc eptef! (Criginal Submission) [02}13\20N I il 102;13 2004 m

Study Title: A Winter's Tale: A comprehensive study of the common cold and the differences in__Mare

62849 DM38-249 Accept@ (Original Submission) [03!2&2004!393335@& William ]ijmm /S ——
Study Title: The Two Noble Kinsmen: A stedy on genetics and the effects of the fiu for members of _More

62850 OM99.081 A:ceptef! (Original Submission) [03-'23’20Mfiﬂihssnearg Willian 703«23.-20& s ST
Study Title: The Life and Death of King John: Determining the risk factors associated with treatme. Maore

50575 iginal issi Shakespeare William / | Shakespears Willia

7 DM39.251 Acc ept@ {Original Submission) [D?JWZDM [ i ](}2.-'13 2004 m

Study Title: Much Ado About the flu

62853 D02.901 Mceptef! (Original Submission) [02-'26"2004:'%3;!5”3'9 Willian ]02.-'25.'2004 IS -
Study Title: The Memy Hives of Windsor

62852 1D02-672 A.cceptm.i (Original Submission) [uz,rzs;guu I Shakespeare William ]02.-'26.'2004 /8 —
Study Title: Phase 2 study of A Winter's Tale

62851 D02-034 Acceptsfi (Original Submission) [03.'23:'2004;',%_333;;&;& William ]gygg;mm / Shakaspears_ William
Study Title: The Two Noble Kinsmen: A study of therapy and treatments based on DNA

( see all IDRs ]

I I I I I I I

Figure 12: See All IDRs Link for Project Containing More than 10 IDRs

In the case of multi-year funded awards, IDRs will display grouped by fiscal year.
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Search Parameters @
Expand Al | Hi | Show Only sied IDRs
Any IDR in Inclusi
Flag = Project# = Received by Agency < E = Pl Hame *= HS = BCC PO Name
Status? sired?
IR01HL123486.01 O Yes 2014 |POE EDGAR ALLAN 30 Yes 2PN | Usher, Roderick
E' Manage I0Rs | GUM Project Title: The Tell-tale Heant Disease
Planned Data Actual Data
Flag ] Lo l sty I'D“ Sans Last Upd Date/ID Last Upd Date/ID
IDR FY: 2015
Received by Agency [QS-'Z.VZUH | POE, EDGAR ALLAN [
Study Title: Tell-tale Heart Disease: Study Mumber Three
010477 Previous FY Data [EIQHZ.-'?UM! System [
- Study Title: Telltale Heart Disease: Study Mumber Two
—_— Previous FY Data |CI9.'121‘201-! / System [DQFI?:’EDM | System
Study Title: Tell-tale Heart Disease: Study Number One
IDR FY: 2014
1010477 Acceptefi {Original Submission) [CIQHZJ‘ZUH / POE, EDGAR ALLAN [
Study Title: Tell-tale Heart Disease: Study Number Two
01041s Accepted (Original Submission) [0sr12/2014 / POE_EDGAR ALLAN [03r1212014 1 POE_EDGAR ALLAN
Study Tell-tale Heart Disease: Study Number One

Figure 13: IMS Search Results for Multi-year Project

NOTE: When no inclusion data records exist for the project, the following message appears when
the record is expanded: No Inclusion Data Records.

The information displayed in the IDR hitlist is as follows:

IDR FY

This value is viewable only for multi-year awards and is displayed once per group of IDRs in the

same fiscal year.

Flag

The flag in the IDR hitlist is editable and can be set to mark an IDR for follow-up. When marked
for follow-up, the flag displays as bolder and red. Unselecting a marked flag returns the icon to a

grey and white lighter color.

Any IMS system user from the Agency can set or unset the follow-up flag. Marking an IDR for
follow-up will update the project level search result field with the follow-up flag.

1R01 0113 Yes

[ 2015 [povie aRTHUR conan [ 2 |

Yes | spor |HoMEs. sHERLOCK

IDRs Exist: Y
Manage IDRs | GUM | SMS

)

Project Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from the disease

Flag IDR# IDRICID |IDR Status

Planned Data
Last Upd Date/lD

Actual Data
Last Upd Date/ID

Received by Agency

09/12/2014 / DOYLE _ARTHUR CONAN

rﬂ‘w

Study Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from More
Received by Agency 09M12/2014 [ DOYLE, ARTHUR COMAN
v 1021512 oY Tgeney | [
J Study Title: A Study in Scarlet Fever and the effects of treatment on patients suffering from __More
-

Figure 14: Follow-up Flag

IDR #
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The IDR# is the unique Inclusion Management System-generated identifier for the inclusion data
record (IDR). This number remains unchanged throughout the lifetime of the grant.

The words (Last Budget Period) appear after the IDR number to indicate that the IDR is a Last
Budget Period type IDR.

The word (Final) appears after the IDR number to indicate that the IDR is a final type IDR.
Currently, this concept only exists for intramural projects.

The IDR number is displayed as a link which opens the Inclusion Data Record (IDR) Details
screen for the selected record. Refer to the topic Inclusion Data Record (IDR) Details on Page 66
for more information on this screen.

IDRICID

Represents the IC-assigned identification number of the inclusion data record. If an IDR IC ID was
not assigned to the record as an attribute by Agency staff, this field will be blank.

IDR Status
Indicates the current status of the IDR.
Planned Data Last Upd Date/ID

Indicates the last date on which the IDR Planned Enrollment form was updated as well as the name
of the user who performed the update. The name is displayed as a link, which opens the
Person Details pop-up displaying contact information.

Actual Data Last Upd Date/ID

Indicates the last date on which the IDR Cumulative Enrollment form was updated as well as the
name of the user who performed the update. The name is displayed as a link, which opens the
Person Details pop-up displaying contact information.

Study Title

Displays the study title name for the particular IDR.

2.4 Inclusion Monitoring Required

Typically, the Inclusion Monitoring Required code is set in the eRA system when the activity code
is established for the project record. The standard settings for this flag are either Yes or No. Any
changes to an activity code or Human Subject code could result in a change to this code. Also, it is
possible that a code change may be necessary because the application does not meet the NIH
definition for clinical research or to direct the inclusion workflow in IMS to the appropriate award
and to avoid duplicate reporting on networked studies/awards. When a change to the Inclusion
Monitoring (Y es/No) code is needed for these reasons, a request may be submitted through the IC
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Inclusion Operating Procedures Workgroup (IOPW) representative to the Office of Extramural
Research (OER). This must be done before award.

Inclusion Monitoring Required is set to Yes when the following is true:

o Application is an NIH application
o Human Subject code indicates that humans are involved (parent/single grants)

 Activity Code indicates that inclusion should be monitored

The flag is set on the parent project level (for multi-component applications), and there is no ability
to set a subproject's code separately from the parent. Parent contracts will default to No and
contract projects (created in CIMS 1688) that involve human subjects will default to Yes.

The setting of this flag is instrumental in governing the rules allowing Agency staff (as well as
Grantee users) to determine what is required under inclusion policy and to initiate the inclusion
data forms. Inclusion forms cannot be completed for applications with a No setting.

IMPORTANT: Only users in OER with specific roles are able to update the Inclusion
Monitoring Required code. Policy values for this flag are Yes-Pol (Y es-Policy Override), No-
Pol (No-Policy Override), No-DCC (Reported on Data Coordinating Center), No-ISS (Reported
on Individual Site), and No-CTP (Contract Tracked on Project).

IC staff will not have this role. Requests to consider a change to the default code setting may be
submitted to the NIH Inclusion Policy Officer via the IC Inclusion Operating Procedures
Workgroup member. The roster of members can be found here.

2.5 Grant Application Information

The Human Subjects pop-up screen is accessed by selecting the value (displayed as a link) in the
HS column of the Search results. The pop-up displays Grant Application Information for the
selected record and varies depending on whether a parent or subproject application was selected.

[*] Search Parameters @
Expand All | Hide Subgroiects | Show Only Queried IDRs
Any IDR in Inclusion
Flag Project# Received by Agency EY Pl Hame < Menitering PCC PO Name
Status? Required?
2PDIMH123456-16/3 No | 2015 | AUSTEN, JANE Yes | WECL |'.’u’£]Q JHOUSE. EMMA
— DR 1
* Project Title: Pride & Prajudice and the Human Psyche
No [ 2015 [austEn sane [ wect |
[+ Numl t - - .
= Manage IDRs | SMS Subproject Title: Core A- Administrative and Clinical Support
2P01MH123455-16/Core-002 [ 2015 [BENNET ELIZABETH [ n [ weer |

Figure 15: Human Subjects (HS) Links on IMS Search Results

2.5.1 Grant Application Information for Parent Application Records

For parent applications, the screen displays information specific to the parent application.
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Human Subjects

Grant Application Information ﬂ

Grant #: SPO1MH]23456-04
PI Name: ALIDEN, W.H.

Project Title: The Age of Anxiety Disorders
Appl. Status: Awarded. Non-fellowships only

Human Subject Code: 30 - Human subjects involved - Certified, no SRG concerns
Gender Clinical Study Code: 1A - Both genders, scientifically acceptable

Minority Clinical Study Code:14A - Minonbes and non-minanties, scientifically acceptable
Child Clinical Study Code: 5A - Onginal review accurred prior to child coding policy

Phase III Clinical Trial Code: M - Clinical Research -- not an NIH-defined Phase 111 clinical trial
Clinical Trial Code:

'clas:e:

Figure 16: Human Subjects Pop-up for Parent Project

The following information displays on the screen:
Grant #

The grant number of the selected record. For parent grants, it is displayed with links to the
Grant Snapshot report and the Grant Folder. Included next to the grant number is the word
(paper) to indicate a paper application.

PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the PI Details
pop-up displaying the person's contact information.

Project Title

The name of the project for the parent application or multi-year funded award.
Appl. Status

The current status of the application.

The screen also displays the code number (where applicable) and description of the following for
the parent application:

o Human Subject Code
e Gender Clinical Study Code
o Minority Clinical Subject Code
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e Child Clinical Study Code
o Phase III Clinical Trial Code
¢ Clinical Trial Code

2.5.2 Grant Application Information for Subproject Records

For subproject application records, the screen displays information specific to the selected
subproject.

Grant Application Information 2]

Grant #: PO1M 456- 16/
PI Name: BARRIE, 1M,
Project Title: P : Peter Pan Syndrom

Appl. Status: Pending

Human Subject Code: ¥ - Human subjects involved

Phase III Clinical Trial Code: N - Clinical Research -- not an NIH-defined Phase III clinical tnal
Close

Figure 17: Human Subjects Pop-up for Subproject
The following information displays on the screen:
Grant #
The grant number of the selected subproject record.
PI Name

The name of the Subproject Lead Name as entered on the subproject record. The name is
linked to the PI Details pop-up.

SubprojectTitle

The name of the project for the subproject application.
Appl. Status

The current status of the subproject application.

The screen also displays the code number and description of the following for the subproject
record:
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o Human Subject Code
o Phase III Clinical Trial Code

2.6 IDR Counts

The IDR Counts pop-up window is accessed by selecting the value (displayed as a link) in the
IDRs Exist field of the Search results for multi-projects. IDR Counts provides a read-only summary
for the selected application or for the selected subproject's parent application.

IDR Counts

IDR Codiints
Grant #: PO1MH 456-
PI Name: AUSTEM, JANE

Project Title: Pnde & Prejudice and the Human Psyche
Appl. Status: Pending IRG Review

# of IDRs: g
. IC Subproject ID PI Name Subproject Title # of
IDRs
Core-001 AUSTEN, JAME Core A: Administratree and Clrcal Support 1
Core-002 Bennet, Elizabeth Core B: Biostatistics and Bicinformatics ]
Core-003 DARCY. EITZWILLIAM E:;isiimg:i! Processing and Immune 1
Ealfjalgran'l-[mematmn- AUSTEN, JANE Program Integration o
Projact-001 ALUSTEN, JANE Projack 1 2
Project-002 H, CATH Projack 2 F
Project-003 BINGLEY, CHARLES Project 3 2z

Close]

Figure 18: IDR Counts Screen

The screen includes the following information:
Grant #

For grants, this is the grant number of the selected record. Parent and single-project grants
display with links to the Grant Snapshot report and the Grant Folder. Included next to the
grant number is the word (paper) to indicate a paper application.

IDR Counts 1s not available for contracts.

PI Name
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The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the PI Details
pop-up displaying the person's contact information.

Project Title

The name of the project for the parent application or multi-year funded award.
Appl. Status

The current status of the application.
# of IDRs

For parent and subproject applications, this number represents the total number of IDRs on
the parent application.

For multi-year funded awards, this number represents the total number of IDRs for all fiscal
years combined.

NOTE: The number of IDRs excludesLast Budget Period Type IDRs.

For parent applications and subprojects, a summary table of subproject IDR information is
displayed beneath the general header information. This table includes the following information:

e IC Subproject ID
o PI Name (hyperlinked to the PI Details pop-up)

o Subproject Title
« # of IDRs (for that specific subproject)
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3 Manage Inclusion Data Records

Agency staff uses the Manage Inclusion Data Records (IDRs) screen to view a list of all Inclusion
Data Records (IDR) for a given application and to manage those individual records as applicable.

Access the screen by performing a search for IDRs on the IMS search screen and selecting the
Manage IDRs link for a particular application; by selecting the IMS link in Program (PGM) for a
particular application; or by selecting the Access IMS button in Grants Management (GM) for a
particular application.

IMPORTANT: The Program and Grants Management systems have their own online help. For
more information on accessing IMS from these systems, please refer to the PGM IMS help topic
or GM IMS help topic as needed.

For PGM.: http://inside.era.nih.gov/erahelp/pgm/#Standard Processes/Admin Hit List
Hyperlinks/IMS Hyperlink.htm
For GM: http://inside.era.nih.gov/erahelp/gm/#Research Subjects/Inclusion Monitoring

System.htm

The information on the screen's hit list may vary depending on whether the viewed records are for
a single grant, subproject, multi-project grant, multi-year funded grant, contract or intramural
project.

« Single-project awards: The hit list displays all IDRs for the single application.
« Individual subproject record: The hit list displays only the IDRs for the single subproject
selected from the search results.

o Multi-project awards: The hit list displays all IDRs for the parent and subproject
applications, with the parent application at the top of the list.

o Multi-year funded awards: The hit list displays all IDRs for the award, grouped by fiscal
year. The current fiscal year displays at the top of the list.

o Contracts: The hit list displays all IDRs for the specific contract.
o Intramural grant: The hit list displays all IDRs for the specific Intramural project.
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Manage Inclusion Data Records (IDRs)@

Project #: 1P20MH345678-01C3 (paper)
Fiscal Year: 2015
Pl Name: SHAKESPEARE WILLIAM
Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: A Midsummer Night's Dream and sleeping disorders
Appl. Status: Pending Council Review
Number of Subprojects: o
+ Back to Search and Hit List
View Options: Hide All Subprojects | Show Subprojects with IDRs Only * . Required IDR Attributes are needed (7]
Project Details + Flag © | IDRE = | IDRICID IR Sty ¢ [ PadnedloM | Acueetost Actions
1P20MH345678-01 5 ; 09162014
Pl Name: SHAKESPEARE WILLIAM 1025761 Received by Agency p -
Project Title: A Midsummer Might' (__morg) WILLIAM Edit Attribytes
Create New IDR .
Mew DR StudyTitle: Sample Project Number 1
Figure 19: Manage IDRs Screen for Single Project
Manage Inclusion Data Records (IDRs)@
Project #: 1P20MH123456-01C3
Fiscal Year: 2015
Pl Hame: AUDEN, W H
Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders
Appl. Status: Pending Council Review
Number of Subprojects: 3
“ Back to Search and Hit List
Transfer IDRs @
View Options: Hide All Subpropcts | Show Subprojects with IDRs Only * . Required IDR Attributes are needed @
Project Details = Elag © | IDRs IDRIC ID DR Stas = | Clanned Last Actuaslast :|  Actions
Update Date/ID
1P20MH123456-01 2 Miew
Pl Name: AUDEN WH. 09162014 091672014 * Edit Attributes
Project Title: Sample Project Num(_more) 1025759 Received by Agency Edit Plannad
Create Mew IDR Edit Actual
Delate IDR
StudyTitle: The Age of Anxiety Disorders
1P20MH123456-01/Core-001 09/16/2014 Vi
Pl Name: Augten Jang 1025760 Received by Agency * Edit At
Subproject Project Title: Sample Pr {_mora)
Create New IDR StudyTitle: Pride & Prajudice and the Human Psyche
1P20MH123456-01/Admin-Core-001 . 0916/2014
Pl Name: BARRIE J M. 1075761 Received by Agancy N WH . '!fn“:'
Subproject Project Title: Administrative Core Fatamacs
Create New DR StudyTitle: A Study of Peter Pan Syndrome
1P20MH123456-01/Pilot-Projects-Core-001 e
Pl Name: SHAKESPEARE. WILLIAM 09/16/2014 * Edit Attributes
Subproject Preject Title: Pilot Projects Core 1025758 Received by Agency = Edit Planned
Create New IDR WILLIAM Edit Actual
Delete IDR
StudyTitle: A Midsummer Night's Draam: A study an sleep disorders

Figure 20: Manage IDRs Screen for Parent and Subprojects
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Manage Inclusion Data Records (IDRs) @

Project #: 1R0THL123456-01

Fiscal Year: 2015

Pl Name: P r Allan

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Tell-tale Heart Disease

Appl. Status: Pending Council Review

Number of Subprojects: 3

+ Back to Search and Hit List

Project Details = Flag = IDRE = IDRICID = IDR Status = me:wm?: Actions
1R01HL 123456-01 2 DR FY: 2015
Pl Hame: Poe, Edgar Allan 09/23/2014
Project Title: The Tell-tale Heart dis{_.more) 1026222 Received by Agency POE. EDGAR Viaw
ALLAN
StudyTitle: Tell-Tale Heart Disease: Study Mumber Three
1010477 Previous FY Data N 093-';3:52114 l ‘ View

StudyTitle: Tell-Tale Heant Disease: Study Number Two

0912/2014 091272014
10414 l Previous FY Data N System l System ‘ Wiaw
StudyTitle: Tell-Tale Heart Disease: Study Number One
IDR FY: 2014
091272014
1010477 Accepted (Onginal View
Submission)
ALLAN
StudyTite: Tell-Tale Heart Disease: Study Number Two
Accepted (Original 091272014 09/12/2014
1010414 Submission) View
ALLAN ALLAN
StudyTide: Tell-Tale Heart Disease: Study Number One
Figure 21: Manage IDRs Screen for Multi-year Funded Award
Manage Inclusion Data Records (IDRs)®
Project &: 1234012000071-0-12300005-1  Contract Document Number: 1234012000071
Fiscal Year: 2014
Pl Name: VALIEAN, JEAN
Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: This Project Title Represents an Example of a Contract PROJECT Title Displayed in IMS System
Appl. Status: Mot Applicable
+ Back to Search and Hit List
Transfer IDRs 0
* - Required IDR Aftributes are needed (7}
Project Details + Flag * IDRE + IDRICID * DR Status  * Blanned Last .| Actualslast . Actions
1234012000071-0-12300005-1 03/26/2015 View
Pl Name: VALIEAN, JEAN e Aecepled by AGENSY | soniGOIRE_PIERRE Edit Attibutes
Project Title:This Project Title Repres(_.more) S
raste Hew DR StudyTitle: Sample Study Title 1 R — -
(Croste Hew (DR b b igw
el ‘ Accepted by Agency | ya) ean JEAN ‘ VALJEAN, JEAN ‘ * Edit Attributes
StudyTitle: Samgple Study Title 2
) 03/26/2015 View
| 1045393 Foreign IDR ‘Ar.ceuied by Agency ‘ ‘ Edit Attribut
StudyTitle: Sample Study Title 3

Figure 22: Manage IDRs Screen for Contract Project

The top portion of the screen displays some or all of the information below. Some items are
specific to grants or to contracts and may not be applicable to the project you are viewing.
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e Project#

For grants: Displays the grant number with a link to the Grant Snapshot report and the
Grant Folder for parent and single-projects only

The word paper next to a grant number indicates a paper application.
For contracts: Displays the contract number with a link to the Contract Details pop-up.

For intramurals: The project number is not hyperlinked.

o Contract Document Number (displayed for contracts only)

The contract document number is part of the contract number. It ties together contracts in
different FY's and parent and project contracts. The search will bring contract parent(s) and
contract project(s) for a selected FY (or all FY(s) if FY is not specified).

For more information on contracts, refer to the topic titled Contracts on Page 99.

o Fiscal Year
e PI Name

Linked to the PI Details pop-up.

For intramurals, the PI Name is not hyperlinked.

e Org Name

o Project Title

o Appl Status

o Number of Subprojects (displayed for parent grants only)

The bottom portion of the screen serves as a hitlist of IDRs for the selected projects with details
and links for viewing or editing as appropriate. The information is displayed by project number in a
table. The table columns can be sorted using the up/down arrows in each column heading.

Note that the hitlist could include IDRs for studies using an existing dataset or resource or records
from previous funding period progress reports; data provided during eSubmission on a Cumulative
Inclusion Enrollment Report form; data submitted from intramural data systems; and/or inclusion
data migrated from the Population Tracking system to IMS through an IC-specific data system
APL For these IDRs, you will only see the View action link.

Refer to the sections below titled Links and Viewing Options on Page 33, Manage IDRs Hitlist on
Page 35, and Manage IDRs Action Links on Page 39for information on the links for viewing or
editing prospectively enrolling studies.
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IMPORTANT: The ability to modify an inclusion data record may be locked for Agency users
if the Grantee has accessed the record via the Inclusion link found in Commons or within
Section G. Special Reporting Requirements of the Research Performance Progress Report
(RPPR). These records will remain locked until the Grantee routes the new/updated IDR(s)
through Commons or submits the RPPR. For multi-year funded awards, the records are locked
until the RPPR is submitted for the current year or until the time of rollover for the current year,
whichever occurs first.

When records are locked, the following message displays on the screen: At this time, the data is
edited by the Grantee in RPPR.

Select the Back to Search and Hit List link to return to the search screen. When the screen is
returned, the originally entered parameters and matching results will be displayed.

3.1 Links and Viewing Options
Transfer IDRs link
Select the Transfer IDRs link to access the Transfer Inclusion Data Record(s) (IDRs) screen.

For grants, IDRs can be transferred from parent to subproject; subproject to parent; or subproject to
subproject within the same support year of the same award. For contracts, IDRs can be transferred
between a contract parent and contract projects with the same contract document number for the
same fiscal year when inclusion monitoring code is set to Yes or Yes-POL. Y ou cannot transfer
IDRs when contracts data are frozen. The Transfer IDRs link is not available for intramural
projects.

The Transfer IDRs link appears for multi-project grant applications when the given project year is
unawarded and inclusion monitoring is set to Yes. The link is available for IMS users holding the
IDR Editor role. This option is not available to multi-year funded awards.

Last Budget Period type IDRs can only be transferred if they are a new study with no regular IDR
that they are associated with. This type of Last Budget Period IDR is created when the Grantee
selects the option to Create New Planned after award of the last non-competing year in the
funding period. These particular Last Budget Period type IDRs do not have associated regular
IDRs. Note: This concept is not applicable for contracts.

Refer to the topic titled Transfer Inclusion Data Record(s) on Page 44 for more information on
transferring IDRs.
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Manage Inclusion Data Records (IDRs)@

Project # AP20MH 123456-0100

Fiscal Year: 2015

Pl Name: AUDEN W H.

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

“ Back to Search and Hit List

Transfor IDRs @
View Options: Hide All Subprojects | Show Subprojects with IDRs Only Y

Required IDR
. . Planned Last Actuals Last .
Project Details ~ Flag IDRE IDRIC 1D IDR Status Update Date/ID Update Date/ID Actions
1P20MH123456-01 13
Pl Name: AUDEN. W H 09/16/2014 0971642014 * Edi
Project Title: Sample Project N more 1025759 Received by Agency AUDEN WH AUDEM WH

Figure 23: Transfer IDRs Link on Manage IDRs
View Options

The view options display for grant applications with subprojects. The options will not display if the
Manage Inclusion Data Records screen is currently displayed for an individual subproject. The
view options are not applicable for multi-year funded awards and contracts.

Select the Hide All Subproject links to display only the parent application.

Select the Show All Subprojects to display hidden subprojects associated with the parent award.

The link only displays when subprojects have been hidden. Displayed subprojects do not include
those of Type R or Type L.

Select the Show Subprojects with IDRs Only link to include in the view only those subprojects
with IDRs (along with the parent application).
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Manage Inclusion Data Records (IDRs)@

Project #: 1P200H 123456-010

Fiscal Year: 2015

Pl Name: AUDEN, WH.

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

# Back to Search and Hit List

( View Options: Hide All Subprojects | Show Subprojects with IDRs Only , * . Required

Prospective Studies:

: . - Planned Last Actuals Last 2
5
Project Details = Flag IDRE ‘ DR IC 1D DR Status Update Date/lD Update Date/lD Actions

.1P?UI',|-|‘?.'U-'|5. 01
Pl Name: AUDEM._ W H

Figure 24: View Option Links on Manage IDRs

3.2 Manage IDRs Hitlist

Project Details

Includes the grant number (for grants) hyperlinked to the Grant Snapshot report with an additional
link to the Grant Folder (links are for single-project or parent applications only; contract number
(for contracts) hyperlinked to the Contracts Information pop-up; project number for intramurals
(not hyperlinked); PI Name displayed as a link opening the PI Details pop-up (not hyperlinked for
intramurals); Project Title (or Subproject Title) displaying the name of the particular project.
Included next to the grant number is the word (paper) to indicate a paper application.

Use the (...more) link to display the entire project title if hidden. Use the (less) link to show less of
the title.

NOTE: For subprojects, the PI Name displays the subproject lead name as entered on the
subproject record.

Create New IDR

Select the Create New IDR link —located within the Project Details column— to access the Edit
Planned Inclusion Data screen for creating a new IDR. Refer to the topic titled Edit Planned
Inclusion Data on Page 58 for more information.

The Create New IDR link appears for single- and multi-project applications when the project is
unawarded and inclusion monitoring setting is at Yes. For competing grants in a status other than
Pending Award (PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary
statements must exist. It will appear for agency staff if they have permission to create new IDRs for
that application type.
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For single-project applications, the link is displayed for paper applications to those with the
IDR Editor role.

This link is not available to agency staff for Last Budget Period type IDRs.

In the case of multi-year funded applications (for example, R15s), the link is available for the
current fiscal year only, if inclusion monitoring is set to Yes and after the summary statement exists

(competing applications only). The link is displayed for multi-year funded paper applications to
those with the IDR Editor role.

For contracts, the Create New IDR link is available when inclusion monitoring is set to Yes or
Yes-Pol, until the inclusion data are administratively frozen for a given fiscal year.

This link is not available to agency staff for intramurals.

Manage Inclusion Data Records (IDRs)@

Project #: 1P20MH123456-010

Fiscal Year: 2015

Pl Name: AUDER H

Org Hame: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

+ Back 1o Search and Hit List

Transfer IDRs @
View Options: Hide All Subprojects | Show Subprojects with IDRs Only * . Reguired IDR Attributes are needed &
. & \ Planned Last Actuals Last N
Project Details ~ Elag IDRE IDR IC 1D IDR Status ate DatellD Update DateflD Actions

1P20MH123466-01 5 View

Pl Name: AUDEM, W H 09/16/2014 0971672014 * Edit Attributes
Project Title: Sample Project Num (__more) 1025759 Received by Agency AUDEN W H AUDEN W H Edit Plannad
Create New DR Edit Actyal

Jalate IDR
StudyTitle: The Age of Amaety Disorders

1P20MH123456-01/Care-001 09/16/2014 View

Pl Name: Austen_Jane 1025760 Received by Agency | AUSTEN, JANE " Edit Attribules
Subproject Project Title: Sample Pr (_more) Edit Attributes

reate New DR /| StudyTitle: Pride & Prejudice and the Human Psyche

e - .

1P 238 S50 TTAamin-Core-uu T 09/16/2014 View

Pl Name: BARRIE J M 1025761 Received by Agency | AUDEN. WH - Edi Anutes

. : S te:

Subproject Project Title: Administrative Core | it Attriby
create New IDR StudyTitle: A Study of Peter Pan Syndrorme

1P20MH123456-01/Pilot-Projects-Core-001 | View

s CUAVECOCADC 1AM I IALL Anuar v W

Figure 25: Project Details on Manage IDRs
IDR FY

IDRs for multi-year funded awards are grouped and separated within the list by fiscal year, with
the current year's IDRs at the top of the list. The IDR FY field is only displayed for these multi-
year funded awards and shows the fiscal year of each group of IDRs.

Flag
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Select the flag icon in this column to mark the IDR as needing follow-up. When marked for
follow-up, the flag icon is displayed in red and an additional flag appears on the Project Details
portion of the screen. Select the flag again to unmark the IDR. This flag setting can be used as a
search parameter when querying for IDRs.

IDR#

The IDR# is the unique Inclusion Management System-generated identifier for the inclusion data
record (IDR). This number remains unchanged throughout the lifetime of the grant.

The words (Last Budget Period) appear after the IDR number to indicate that the IDR 1is a Last
Budget Period type IDR.

The word (Final) appears after the IDR number to indicate that the IDR is a final type IDR.
Currently, this concept only exists for intramural projects.

The IDR number is displayed as a link which opens the Inclusion Data Record (IDR) Details
screen for the selected record. Refer to the topic Inclusion Data Record (IDR) Details on Page 66
for more information on this screen.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be blank
if an IDR IC ID number was not assigned.

The inclusion data records per project are sorted by IDR IC ID by default, alphabetically followed
by numerically. If the IDR IC ID does not exist, the record will display in secondary sort order,
which is by IDR#.

IDR Status
The status of the inclusion data record is displayed in this field.

IDR Status values are as follows:

Accepted — Not Rolled Forward: The IDR is either marked as Not Funded or as Type 2
Progress Report. The project is awarded, but the IDR is not rolled forward into an out year
record.

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

Accepted by Agency: OER has frozen ability to modify inclusion data for IDRs on
contracts or intramural projects for the selected FY.

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 PI

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 a new IDR in IMS; IDR is inserted or updated via web service. This applies to
intramural projects and certain contracts.

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

Planned Last Update Date/ID

This column shows the date on which the IDR planned enrollment form was last updated, as well
as the name of the IMS user who updated the form. The name is displayed as a hyperlink, which
opens the Person Details pop-up screen showing organization and contact information for the
person.

Actuals Last Update Date/ID

This column shows the date on which the IDR cumulative enrollment form was last updated, as
well as the name of the IMS user who updated the form. The name is displayed as a hyperlink,
which opens the Person Details pop-up screen showing organization and contact information for
the person.

Study Title
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Displays the study title for the specific inclusion data record.

Actions

The Actions column displays links for performing actions against the IDR. The links available in
this column vary depending on the award status, IDR status, and the system user viewing the
record. Refer to the Manage Inclusion Data Records Action Links section below for details on the
possible links found in this column.

NOTE: The information above is true only for projects with IDRs. For projects without inclusion
data, the following message displays instead: No Inclusion Data Records.

If the Grantee has provided an explanation for the lack of IDRs, that explanation displays under the
message as follows: Grantee Explanation: <explanation as entered by Grantee>

3.3 Manage IDRs Action Links

Depending on the award type, IDR status, and/or IMS system user's role, the following action links
may be available from the Manage Inclusion Data Records Action column. Not all links are
available to all users or for all inclusion data records.

Manage Inclusion Data Records (IDRs)@

Project #: 1P200H123456-013

Fiscal Year: 2015

Pl Name: AUDEN W H.

Org Name: UNIVERSITY OF LITERARY REFEREMNCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

# Back to Search and Hit List

Transfer IDRs @
View Options: Hide All Subprojects | Show Subprojects with IDRs Qnly * . Required IDR Attributes are nesded &
Project Details < Elag IDRE IDR IC ID 10R Status U:;‘;'t':"n‘::e‘}r[‘, up":";:;ﬂ'rialt‘;.’ltn Actions
| 1P20MH123456-01 53
Pl Name: AUDEN, W H 09/16/2014 09/16/2014
Project Title: Sample Praject Num (__more) 1025759 Received by Agency AUDEN W H AUDEN. W H
Create New IDR
StudyTitle: The Age of Amaety Disordars \.__
1P20MH123456-01/Core-001 091672014 View
PI Mame: Austen_Jang 1025760 Received by Agency |  AUSTEN, JANE * Edil Attibutes
Subproject Project Title: Sample Pr {__more) | —
reate New DR StudyTitle: Pride & Prepedice and the Human Psyche
— T T T
001

09/16/2014

Figure 26: Sample of Possible Action Links on Manage IDRs
View

Select the View link to open a read-only view of the Inclusion Data Record (IDR) Details screen.
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Refer to the topic titled /nclusion Data Record (IDR) Details on Page 66 for more information.

The View link is available at all times for all IMS system users.

NOTE: For IDRs involving Existing Studies and IDRs migrated from the Population Tracking
system, View is the only action option. View is also the only option for applications with inclusion
monitoring set to No.

Edit Attributes

Select the Edit Attributes link to access the Edit Inclusion Data Record (IDR) screen for editing
or viewing attributes. Refer to the topic titled Edit Inclusion Data Record (IDR) on Page 49 for
more information.

The Edit Attributes link appears for single- and multi-project awards when the project year is
unawarded and inclusion monitoring is set to Yes. For competing grants in a status other than
Pending Award (PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary
statements must exist. The link is also available for Last Budget Period IDRs. Users must have the
IDR Editor role.

In the case of multi-year awards, the link is available at any time for the current fiscal year only to
system users holding the IDR Editor role.

For contracts created in IMS, the Edit Attributes link is available when inclusion monitoring is set
to Yes or Yes-Pol, until the inclusion data are administratively frozen for a given fiscal year. For
contracts where IDR is created/updated via web service, this link is not available. For intramural
projects this link is not available.

If required attributes have not been set for a given IDR NOT marked as Delayed-Onset, Not
Funded, and/or Type 2 Progress Report, that IDR is marked with a red asterisk (*) next to the Edit
Attributes link. Additionally, a notation at the top of the screen indicates * - Required

IDR Attributes are needed. The indication only applies to the records included on the screen, and
for multi-year funded awards, only to the current fiscal year.
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Manage Inclusion Data Records (IDRs)@

Project # 1P200MH123456-013

Fiscal Year: 2015

Pl Name: A N WH

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

 Back to Search and Hit List

Transfer IDRs (7]
View Options: Hide All Subprojects | Show Subprojects with IDRs Only * . Required IDR Attributes are needed
. . Planned Last Actuals Last N
Project Details = Elag IDRE IDR IC 1D IDR Status Update Date/iD Update DatEJ'IN Actions
1P20MH123456-01 =2
Pl Name: AUDEN. W H 09/16/2014 08/16/2014 L
Project Title: Sample Project Num (__mare) 1025759 Received by Agency AUDEN W H AUDEN, WH
Create New IDR
StudyTitle: The Age of Amaety Disorders
1P20MH 123456-01/Core-001 09/16/2014 View
PI Name: Austen_lans 1025760 Received by Agency | AUSTEN, JANE i Attribat
Subproject Project Title: Sample Pr {__morg) |
Create New IDR StudyTitle: Pride & Prepdice and the Human Psyche

Figure 27: Required IDR Attributes Are Needed

Edit Planned

Select the Edit Planned link to access the Edit Planned Inclusion Data screen for editing existing
enrollment data. Refer to the topic titled Edit Planned Inclusion Data on Page 58 for more
information.

The Edit Planned link appears for single- and multi-project applications when the project year is
unawarded and inclusion monitoring is set to Yes. For competing grants in a status other than
Pending Award (PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary
statements must exist. Additionally, the link is only available for agency staff if IMS determines
that the Grantee has not ever updated the data.

For single-project applications, the link is displayed for paper applications to those NIH staff
members with the IDR Editor role when the IDR is in Received by Agency or Previous FY Data
status.

In the case of multi-year funded applications, the link is available for the current fiscal year only, if
inclusion monitoring is set to Yes. For competing grants in a status other than Pending Award
(PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary statements must exist.
Additionally, the link is only available to agency staff if IMS determines that the Grantee has not
ever updated the data.

For multi-year funded paper applications, the link will display to those with the IDR Editor role.

Manage Inclusion Data Records 41 July 17, 2015



IMS User Guide for Internal Agency Staff

For contracts created in IMS, the Edit Planned link is available when inclusion monitoring is set
to Yes or Yes-Pol, until the inclusion data are administratively frozen for a given fiscal year. For
contracts where IDR is created/updated via web service, this link is not available. For intramural
projects this link is not available.

This link is not available to agency staff for Last Budget Period type IDRs.

Edit Actuals

Select the Edit Actuals link to access the Edit Actuals Inclusion Data screen for editing actual
enrollment data. Refer to the topic titled Edit Actuals Inclusion Data on Page 62 for more
information.

The Edit Actuals link appears for single- and multi-project applications when the project year is
unawarded and inclusion monitoring is set to Yes. For competing grants in a status other than
Pending Award (PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary
statements must exist. Additionally, the link is only available to agency staff if IMS determines that
the Grantee has not ever updated the data.

For single-project awards, the link is displayed for paper applications to those with the IDR Editor
role when the IDR is in Received by Agency or Previous FY Data status.

In the case of multi-year funded projects, the link is available for the current fiscal year only, if
inclusion monitoring is set to Yes. For competing grants in a status other than Pending Award
(PA), Pending Council (PC), To Be Paid (TP), and NRFC (N), summary statements must exist.
Additionally, the link is only available to agency staff if IMS determines that the Grantee has not
ever updated the data.

For multi-year funded paper applications, the link will display to those with the IDR Editor role.

For contracts created in IMS, the Edit Actuals link is available when inclusion monitoring is set to
Yes or Yes-Pol, until the inclusion data are administratively frozen for a given fiscal year. For
contracts where IDR is created/updated via web service, this link is not available. For intramural
projects this link is not available.

This link is not available to agency staff for Last Budget Period type IDRs.

Delete

Use the Delete link to delete the inclusion data record. 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. Deleting an inclusion data record also deletes all related IDR information,
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including the IDR attributes, Planned Inclusion Data, and Actual Inclusion Data. Once confirmed,
this action cannot be undone.

The Delete link appears for single- and multi-project applications when the project year is
unawarded, the IDR is in a status of Received by Agency, and IMS determines that the Grantee
never updated the data. Additionally, the IDR must not have been submitted with the grant
application via ASSIST or grants.gov or via the RPPR.

For contracts created in IMS, the Delete link is available when inclusion monitoring is set to Yes or
Yes-Pol, until the inclusion data are administratively frozen for a given fiscal year. For contracts
where IDR is created/updated via web service, this link is not available. For intramural projects this
link is not available.

You must hold the IDR Editor role to delete IDR(s), and generally, only IDRs for paper
applications or contracts can be deleted. If it is necessary to delete an IDR and the link is not

available, you should contact the IC IOPW member to assist. It should be a rare circumstance
where IDR(s) need to be deleted.

This link is not available to agency staff for Last Budget Period type IDRs.

3.4 Required IDR Attributes Are Needed
Inclusion Data Records (IDRs) consist of three parts:

o Planned Inclusion Data
o Cumulative(Actual) Inclusion Data
o IDR Attributes

IDR attributes can be entered using the Edit Inclusion Data Record (IDR) screen. Some attributes
cannot be updated by Agency staff. These include attributes that exist on the form (e.g., Study
Title, Foreign/Domestic Indicator, and comments) and attributes set automatically by IMS

(IDR FY, IDR #, IDR Status). These attributes display on the screen as read-only fields.

Other IDR attributes are entered by Agency staft, with two of these attributes being required:

« Existing Dataset or Resource
o Phase III Clinical Trials Code

NOTE: These attributes are not required for IDRs marked as Delayed Onset, Not Funded and/or
Type 2 Progress Report.

Refer to the topic titled Edit Inclusion Data Record (IDR) on Page 49 for more information.

When the required attributes of an IDR are missing, a red asterisk (*) displays next to the Edit
Attributes link on the Manage Inclusion Data Records (IDRs) screen.
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NOTE: For intramural projects and contracts where the IDR is created/updated via web service,
this is not applicable.

Select the Edit Attributes link to access the Edit Inclusion Data Record (IDR) screen to add the
required attributes.

Manage Inclusion Data Records (IDRs)@
Project # 1P200MH123456-013
Fiscal Year: 2015
Pl Name: A I H
Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Tite: Thi Age of Anxiety Disorders
Appl. Status: Pending Council Review
Number of Subprojects: 3
+ Back 1o Search and Hit List
Transfer IDRs @
View Options: Hida All Subprojects | Show Subprojects with IDRs Only * . Required IDR Attributes are needed @
Project Details Flag IDRE IDR IC 1D IDR Status F'a%m“}—l" u‘%‘;‘%*'“—';—“ﬁ‘ Actions
Update Date/lD Update Date/ID
1P20MH123456-01 =2 aaid
Pl Name: AUDEN, WH 091612014 oarte2014 L * Edit Attribytes
Project Title: Sample Project Num (__mare) 1025759 Received by Agency AUDEN WH AUDEN W H w‘/
Create New DR Edit Actual
delete IDR
StudyTitle: The Age of Anaety Disorders
1P20MH 123456-01/Core-001 0911672014 Vigw
Pl Hame: Aysten. Jang 1025760 Received by Agency AUSTEN, JANE * Edit An;. T
Subproject Project Title: Sample Pr {__mora)
Create New IDR StudyTitle: Pride & Prepdice and the Human Psyche

3.5 Transfer Inclusion Data Record(s)

Use the Transfer Inclusion Data Record(s) (IDRs) screen to transfer IDRs from one component of
a multi-component application, within the same support year. You can also transfer IDRs between
a parent contract and projects. Select the Transfer IDRs link on Manage Inclusion Data Records

(IDRs) to access the screen.

IMPORTANT: When the Transfer Inclusion Data Record(s) screen is accessed after award of
the last support year of the grant, the screen provides the ability to transfer onlyLast Budget
Period type IDRs which do NOT have associated regular IDRs. All other IDRs are excluded
from the hitlist and are not eligible to be transferred.
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Manage Inclusion Data Records (IDRs)@

Project #: 1P2004H 123456-0100

Fiscal Year: 2015

Pl Name: AUDEN W H

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

“ Back to Search and Hit List

View Options: Hide All Subprojects | Show Subprojects with IDRs Only * . Required IDR Al
. . Planned Last Actuals Last .
0,
Project Details = Flag IDRE IDR IC 1D¥ IDR Status Update Date/ID Update Date/ID Actions

1P20MH123456-01 13
Pl Name: AUDEN. W H 09/16/2014 08/16/2014 * Ed
Project Title: Sample Project I 1 R Agen AUDEN WH AUDEN W H

Figure 28: Link for Accessing the Transfer Inclusion Data Records (IDRs) Screen

For grants, IDRs can be transferred from parent to subproject; subproject to parent; or subproject to
subproject within the same support year of the same award. For contracts, IDRs can be transferred
between a contract parent and contract projects with the same contract document number for the
same fiscal year when inclusion monitoring code is set to Yes or Yes-POL. Y ou cannot transfer
IDRs when contracts data are frozen. The Transfer IDRs link is not available for intramural
projects.

The Transfer IDRs link appears for multi-project grant applications when the given project year is
unawarded and inclusion monitoring is set to Yes. The link is available for IMS users holding the
IDR Editor role. This option is not available to multi-year funded awards.

Last Budget Period type IDRs can only be transferred if they are a new study with no regular IDR
that they are associated with. This type of Last Budget Period IDR is created when the Grantee
selects the option to Create New Planned after award of the last non-competing year in the
funding period. These particular Last Budget Period type IDRs do not have associated regular
IDRs. Note: This concept is not applicable for contracts.

When the link is selected, the Transfer Inclusion Data Record(s) IDR screen opens. The top
portion of the screen displays the basic project information, including the project number, PI name
linked to the contact information pop up, application status, and number of subprojects. This
information varies depending on the type of project.

Below this is the portion of the screen representing the source of the transfer. The source IDRs are
presented in separate tables, one for view-only IDRs and the other for editable IDRs, when
applicable. Both tables include the same information, when inclusion data records exist:

Project #

This column displays the grant number or contract number, PI name, and project title (or
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subproject title) associated with the IDR. The grant number is displayed as a link to the
Grant Snapshot report for parent applications with a corresponding link to the Grant Folder.
The contract number is linked to the Contracts Information screen.

The PI Name is also displayed as a link leading to the PI Details pop-up window. The
displayed name is the Contact PI for parent applications and the Subproject Lead Name for
subprojects.

Longer project titles might be truncated. Select the More... link to display the entire title.
Select for Transfer

The checkbox in this column provides a means for selecting which IDRs to transfer. These
steps are described below. An IDR is available for transfer - and the checkbox displays -
only if the IDR is in Received by Agency, Received by Agency — RPPR, or Previous

FY Data status.

IDR #

The Inclusion Data Record number is displayed as a link to the Inclusion Data Record
(IDR) Details screen.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be
blank if an IDR IC ID number was not assigned.

IDR Status
This shows the current status of the IDR.
Study Title
Longer study titles might be truncated. Select the More... link to display the entire title.

At the bottom of the screen, a drop-down list titled Target houses all components of the multi-
component project or contract records (can be parent and/or project(s), if the record has inclusion
monitoring code Yes or Yes-POL) to which you can transfer the IDR(s). This does not include
Review-only type subprojects (type R) or subprojects created in the RPPR module of Commons

(type L).
To transfer the IDRs:

1. Find the appropriate project/subproject record(s) and mark the corresponding Select for
Transfer checkbox(es).
2. From the Transfer to: drop-down list, select the project/subproject to which you are
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transferring the IDR(s).
3. Select the Transfer button.

Transfer Inclusion Data Record(s) (IDRs)@

Project # 1P20MH123456-0103

Fiscal Year: 2015

Pl Name: AUDEN WH

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: The Age of Anxiety Disorders

Appl. Status: Pending Council Review

Number of Subprojects: 3

+ Back to Manage IDR(s)

IDR{s) can only be transferred when in certain IDR statuses. If there is no "select to transfer” check box, itis in a status where transfer cannot be completed.

P —
[ Selectfor

- e = " -
Project Details Transfer DR IDRIC ID IDR_Status Study Title
1P20MH123456-013
. 1 W H - , )
Pl Name: AUDEN, WH, 1025759 Receedby | 10 sne of Aniety Disorders

Project Title: Sample Project Number One Agency

1P20MH123456-01/Core-001
Pl Hame: Austen_.Jang 1025760 Pending SO Pride & Prejudice and the Human Psyche
Subproject Project Title: Sample Project Number Two
1P20MH123456-01/Admin-Core-001 Received by
Pl Name: BARRIE, )M 1025761 Agency- ;{PF{'H A Study of Peter Pan Syndrome
Subproject Project Title: Administrative Core L

1P20MH123456-01/Pilot-Projects-Core-001 Received by

Pl Name: SH P WILLIAM 7 1025758 :\ mc“””' A Midsummar Night's Dream: A study on sleep disorders
Subproject Project Title: Pilet Projects Core \ / ey

Transfer to: [1P20nH12345601 ] t———

&=
Figure 29: Transfer Inclusion Data Records(s) (IDRs) Screen

NOTE: To leave the screen without completing a transfer, select the Back to Manage (IDRs) link
or the Cancel and Go Back button. These options will return you to the Manage Inclusion Data
Records (IDRs) screen.

When the Transfer link is selected, you will be returned to the Manage Inclusion Data Records
(IDRs) screen, which will be updated to reflect the transfer. The transfer happens immediately with
no confirmation, however, IMS will ignore any action in which the source and target are the same.

3.6 IDRs in the Last Budget Period

On award, the status of a regular IDR is changed to Accepted, thus freezing the data. However,
grantees might need to report changes in enrollment data for the research performed during the
period of time between award of the last support year and the end of the project period. Grantees
can do this by creating a Last Budget Period IDR, which is assigned to the last support year of the
grant, along with the regular IDR. They may also create a new IDR in the last budget period
should a new study commence during that timeframe.

Last Budget Period type IDRs can be identified by the label (Last Budget Period) under the IDR
number wherever it is displayed. Last Budget Period type IDRs have the same IDR #s as their

Manage Inclusion Data Records 47 July 17, 2015




IMS User Guide for Internal Agency Staff

associated regular IDRs and display under those regular IDRs in hitlists within IMS. Newly
created IDRs during the last budget period will not have a regular IDR they are associated with.

As with regular IDRs, Last Budget Period IDRs must be routed and submitted to the agency after
being created via Commons Status. A Last Budget Period IDR is not visible for agency users
before the Grantee submits it to Agency.

NOTE: Grantees can edit both Planned and Actual data for the last budget period.

Last Budget Period IDRs are created manually by the Grantee, meaning no automatic rollover of
data will populate or create a Last Budget Period type IDR. Last Budget Period type IDR(s) are
NOT part of the progress report for the last support year of the grant since they are created after
that.

Manage Inclusion Data Records (IDRs)@

Project #: SROINR123456.0500

Fiscal Year: 2015

Pl Name: DOYLE, ARTHUR CONAN

Org Name: UNIVERSITY OF LITERARY REFEREMCES
Project Title: A Study in Scaret Fever

Appl. Status: Awarded. Non-fellowships only

Number of Subprojects: 3

+ Back to Search and Hit List

* - Required IDR Attnbutes are needed 9

- - Planned Last Actuals Last -
- # .
Project Details Flag 1DR: IR IC ID IDR Status Update Date/ID Update Date/lD Actions
5R01 . i 01/28/2015 01/28/2015 o
R RTHUR CONAN 1030325 Previous FY Data | = ek | Homes, Shadock View
Project Title: A Study in Scarlet Fev (__more) StudyTitle: A Study in Searlet Fever
1030325 N Grantee Updates in View
(Last Budgel Progress " Edit Attributes
Period) rogress Edit Att s
SwudyTitle: A Study in Scarlet Fever
1437586 Previous FY Data | , 012802015 01282015 View
— Holmes, Sherlock Holmes, Sherlock —
StudyTitle: A Study in Scarlet Fever
143756 View
L a;iﬂl?c;;:l]ge'. Recened by Agency " Edit Attributes
SwudyTitle: A Study in Searet Fever

Figure 30: Last Budget Period Type IDRs on Manage IDRs Screen
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4 Edit Inclusion Data Record (IDR)

The Edit Inclusion Data Record (IDR) screen allows Agency staff to update attributes of an
existing IDR or add attributes to a newly created IDR. The screen is accessed via the Edit
Attributes link on the Manage Inclusion Data Records screen.

Manage Inclusion Data Records (IDRs)@

Project & 1P20MHI45678-01 (paper)

Fiscal Year: 2015

Pl Name: HA PEARE WILLLAM

Org Name: UNIVERSITY OF LITERARY REFERENCES
Project Title: A Midsummer Night's Dream and sleeping disorders
Appl. Status: Pending Council Review

Number of Subprojects:

+ Back to Search and Hit List

View Options: Hide All Subprojects | Show Subprojects with IDRs Only * . Required IDR Attributes are nesded 7]
Project Details & Elag IDR# IDR IC 1D IDR Status Planned Last Actuals Last Actions

Update Date/lD Update Date/ID

1P20MH345673-01 09162014

PI Name: SHAKESPEARE WILLIAM 1025761 Received by Agency | oaraprane
Project Title: A Midsummer Night' {__mare) WILL LAM
Create Mew IDR

StudyTitle: Sample Project Mumber 1

Figure 31: Select Edit Attributes Link to Access Edit Inclusion Data Record (IDR)

Some attributes cannot be updated by Agency staff. These include attributes that exist on the form
(e.g., Study Title, Foreign/Domestic Indicator, and comments) and attributes set automatically by
IMS (IDR FY, IDR #, IDR Status). These attributes display on the screen as read-only fields.

Other IDR attributes are entered by Agency staff, with some required and some optional (see
below). These attribute fields are editable on an unawarded record. To edit the attributes, update all

of the required fields and any of the optional fields as applicable. Click the Save button to save the
changes.

Edit Inclusion Data Record 49 July 17, 2015




IMS User Guide for Internal Agency Staff

Edit Inclusion Data Record (IDR)@

Project #: 1PZOMHI45678-01

Pl Name: SHAKESPEARE WILLLAM

Project Title: A Midsummer Night's Dream and Other Sleep Disorders
Appl. Status: Pending Council Review

IDR # 1025761
Study Title:@ Sample Project Number 1
Foreign/Domaestic: @ Domestic
IDR Status:@ Recenved by Agency
IDR FY: 2015
Planned Enrollment Report Comments: These are sample comments for demenstration purposes

Cumulative Inclusion Enrollment Report Comments: These are also sample comments

Required IDR Attributes

*Required Field

* Existing Dataset or Resource:@ O Yes N

* Phase Il Clinical Trials Code: -]

Optional IDR Attributes

Not Funded: @

Type 2 Progress Report:o

1R 1C 10:@

Ho Planned Enrollment Reason:e
Start End

Enroliment Dates: 0

MMDOY YY)

Recruitment Status:@
Look Up Recruitment Status

Subpopula[ion:e
Subpopulation Desclip[ionzo

Country(ies): Selected Countries:
UNITED STATES @

Clinical Trials Code: [=]

Agency Staff Comments:
(Max 1,000 characters)

Figure 32: Edit Inclusion Data Record (IDR) Screen with Missing Attributes

If required fields are missing those fields will be listed in an error message at the top of the screen.

The Edit Inclusion Data Record (IDR) screen includes the following information and editable

attributes:

Project Information (read-only)
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Edit Inclusion Data Record (IDR)@

Project #: 1P20MH345678-01 3

Pl Name: SHAKESPEARE WILLLAM

Project Title: A Midsummer Night's Dream and Other Sleep Disorders
Appl. Status: Pending Council Review

IDR #: 1025761

Study Title:@ Sample Project Number 1
Foreign/Domestic: @ Domestic
IDR Status:@ Received by Agency
IDR FY: 2015

Figure 33: Grant and Project Information Portion of Edit IDRs Screen
e Project#

For grants, this is the grant number of the selected record. Parent and single-project grants
display with links to the Grant Snapshot report and the Grant Folder. Included next to the
grant number is the word (paper) to indicate a paper application.

For contracts, this is the contract number of the selected record. It is linked to the Contracts
Information pop-up screen.

o PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the PI Details
pop-up displaying the person's contact information.

o Project Title

The name of the project for the parent, multi-year funded award, or contract.
o Application Status

The current status of the project.

IDR Information (read-only)
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Edit Inclusion Data Record (IDR)@

Project # 1P20MH345675-01
Pl Name: SHAKESPEARE WILLIAM
Project Title: A Midsummer Night's Dream and Other Sleep Disorders
Appl. Status: Pending Council Review
IDR #: 1025761
Study Title:@ Sample Praject Number 1
Foreign/Domestic: @ Domestic
IDR Status: @ Received by Agency
IDR FY: 2015
Planned Enrcllment Report Comments: These are sample comments for demonstration purposes
Cumulative Inclusion Enroliment Report Comments: These are also sample comments

Required IDR Attributes

Figure 34: IDR Information Portion of Edit IDRs Screen
e IDR#

If the IDR is a Last Budget Period type IDR, the words (Last Budget Period) display next to
the IDR #.

o Study Title

o Foreign/Domestic indicator
o IDR Status

« IDRFY

o Planned Enrollment Report Comments

These are the comments submitted by the Grantee user on the Planned Enrollment Report or
by the Agency user (i.e., IDR Editor) on the form data for Planned Enrollment.

o Cumulative Enrollment Report Comments

These are the comments submitted by the Grantee user on the Cumulative Inclusion
Enrollment Report or by the Agency user (i.e., IDR Editor) on the form data for Actual
Enrollment.

Required IDR Attributes

The following fields are required attributes. These fields must be populated with a value.
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Cumulative Inclusion Enrellment Repont Comments: These are a

Required IDR Attributes

* Existing Dataset or Resource:@ © Yes No

* Phase lll Clinical Trials Code: zl

Optional IDR Aftributes

Not Funded: @

Figure 35: Required IDR Attributes on Edit IDRs Screen
« Existing Dataset or Resource

If there are questions regarding the definition of an existing dataset or resource, please refer
to the following FAQ: http://grants.nih.gov/grants/funding/women min/datasets faq.htm

Select the appropriate radio button:
Yes
No

When updating a value previously entered, a warning message will display. Respond to the
warning with Continue or Cancel as appropriate.

Warning: You are about to change whether this study involves an existing dataset or
resource. This is an important attribute of this inclusion data record, and this change

has implications for reporting. Are you certain you wish to take this action?

o Phase III Clinical Trials Code

This field indicates whether the specific IDR involves an NIH-defined Phase III clinical trial.
It is a required attribute.

Phase III Clinical Trials Codes are as follows:
Y — NIH-defined Phase III Clinical Trial

N — Clinical Research — not an NIH-defined Phase III clinical trial

Edit Inclusion Data Record 53 July 17, 2015


http://grants.nih.gov/grants/funding/women_min/datasets_faq.htm
http://grants.nih.gov/grants/funding/women_min/datasets_faq.htm
http://grants.nih.gov/grants/funding/women_min/datasets_faq.htm

IMS User Guide for Internal Agency Staff

NOTE: If the Phase III Clinical Trials Code on the grant level is set to X or N, the value of
the cannot be set to Y for the IDR.

When updating a value previously entered, a warning message will display. Respond to the

warning with Continue or Cancel as appropriate.

Warning: You are about to change whether this study involves NIH-defined Phase
1l clinical trial. This is an important attribute of this inclusion data record, and this

change has implications for reporting. Are you certain you wish to take this action?

When editing an existing IDR migrated from the POP Tracking system, it is possible that a
value of X — Not Clinical Research,; Gender/Minority Codes not assigned exists in this field.
This value is read-only and can only be changed by Data Quality. Contact the eRA Help
Desk for assistance.

Optional IDR Attributes

..‘- - i[.— i 1
/_ Optional IDR Attributes \,

Not Funded: @

Type 2 Progress Repnn:o

iDRic 10:@

No Planned Enroliment Reason: @
Enrcliment Dates: 0

Recruitment Status:@

Look Up Recruitment Status
Subpopula[ion:e

Subpopulation UESClip[iO!I:e

Country(ies): Selected Countries:
UNITED STATES ©

Clinical Trials Code: =]

Agency Staff Comments:
(Max 1,000 characters)

. -

Figure 36: Optional IDR Attributes Portion of Edit IDRs Screen

The following attributes are optional.
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e Not Funded

Check the Not Funded box to indicate that the IDR will not be funded. This generally
applies when there are budget/scope reductions to a project. Not Funded IDRs are not rolled

forward to the out year record. On award, status of this IDR is updated to Accepted — Not
rolled forward.

NOTE: The attributes in the Required Attributes section are no longer required when the
Not Funded attribute is selected.

o Type 2 Progress Report (grants only)

Check the Type 2 Progress Report box to indicate that the IDR is a part of the competing
submission progress report and does not reflect a study that will be active during the new
funding period. Type 2 Progress Report IDRs are not rolled forward to the out year record
(if this box is checked). On award, the status of this IDR is updated to Accepted — Not rolled
forward.

NOTE: This box is greyed out for contracts and is not relevant to the contracts process.

Selecting this attribute box and saving the IDR results in the following warning message:

Warning: You are about to set this IDR as being part of the competing submission progress
report. This means that the IDR will no longer roll forward in this project period. Do you
wish to proceed?

If you do not wish to proceed, select the Cancel button, un-select the Type 2 Progress
Report box, and save again.

NOTE: The attributes in the Required Attributes section are no longer required when the
Type 2 Progress Report attribute is selected.

« IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be
blank if an IDR IC ID number was not assigned.
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¢« No Planned Enrollment Reason

The No Planned Enrollment Reason indicates why there is no planned enrollment data for
the Inclusion Data Record (i.e., planned inclusion counts are equal to zero). Other than
leaving blank, the only value available for selection is Delayed On-Set. Delayed on-set
refers to studies that could not originally be described with the competing application. This
field should not be used to indicate a study that has delayed enrollment start. Here is more
guidance on delayed on-set studies.

When editing an existing IDR migrated from the POP Tracking system, it is possible that a
value of 7S Phase I Toxicity Study exists in this field. This value is read-only and can only
be changed by Data Quality. Contact the eRA Help Desk for assistance.

o Enrollment Dates

Enter a Start and End date for enrollment into the study in MM/DD/YYYY format or select
dates from the calendar tool.

+ Recruitment Status

Click the Look Up Recruitment Status link to open the list of options. Select the radio
button of the appropriate status and select the Save button.

To remove a selected status, click the red X displayed next to the status term.

Valid Recruitment Status values are as follows:

Not yet recruiting: Participants are not yet being recruited
Recruiting: Participants are currently being recruited

Enrolling by invitation: Participants are being (or will be) selected from a
predetermined population

Active, not recruiting: Study is ongoing (i.e., patients are being treated or examined),
but participants are not currently being recruited or enrolled

Completed: the study has concluded normally; participants are no longer being
examined or treated (i.e., last patient’s last visit has occurred)
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Suspended: Recruiting or enrolling participants has halted prematurely but potentially

will resume

Terminated: Recruiting or enrolling participants has halted prematurely and will not
resume; participants are no longer being examined or treated

Withdrawn: Study halted prematurely, prior to enrollment of first participant

e Subpopulation

Check the Subpopulation box to indicate that enrollment counts involve a subpopulation

that the IC elects to provide additional information about.

e Subpopulation Description

Use the Subpopulation Description free-text field to enter a description of subpopulation(s)

involved in the study, if applicable. The text must not exceed 255 characters.

o Country(ies): Selected Countries

List the country or countries associated with the IDR. For IDRs with a Foreign/Domestic

indicator set to Domestic, only the United States displays in the field as a read-only value.

For IDRs with an indicator value of Foreign, the associated countries display with a red X
next to them. To remove a country, select the red X. To add a country, select the Look Up
Country link, enter the name of the country in the Select Countries pop-up window, and
click the Save button.

Tip: Y ou can search for and select multiple countries as necessary before hitting the Save
button and closing the window.

¢ Clinical Trials Code
Select a value of Yes or No to indicate the Clinical Trials Code at the IDR level.
o Agency Staff Comments

Enter comments into the free-text field as necessary. The text must not exceed 1,000
characters.

NOTE: The Cancel button can be used at any time to close the Edit Inclusion Data Record (IDR)
screen without make changes.
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5 Edit Planned Inclusion Data

The Edit Planned Inclusion Data screen is used to update planned inclusion enrollment data for an
existing IDR or to enter data when creating a new IDR. The screen is accessed from the Manage
Inclusion Data Records screen by selecting either the Edit Planned link for editing an existing

IDR or the Create New IDR link for creating an IDR.

Refer to the topic titled Manage Inclusion Data Records on Page 29 for more information.

Edit Planned Inclusion Data @

2015

Project #: SP01CA4RETEY-01 D Project FY:

Pl Name: SHAKESPEARE, WILLIAM IDR FY: 2015
Project Title: The Taming of the Flu

Project Status: Pending Award. Non-fellowships

Planned Enroliment Report

DR number ks blank, it will be genarted on DR & 0
Save
“Study Title: @
Foreign/Domestic: [2] ':l
Comments:
Racial Categories Ethnic Categories Total
Not Hispanic or Latino Hispanic or Latino
Female Male Female Male

Amerncan Indian Alaska Native o [ 0
Asian 0 i 0
Mative Hawasian or Other Pacific Islander o [ 1]
Black or African American 0 0 0
White o il (1]
More Than One Race 0 L 0
Total [] 0 0 (] 0

@ Cancel

Figure 37: Edit Planned Inclusion Data Form

The Edit Planned Inclusion Data screen contains the following information:

Header Fields

e Project#

For grants, the project number displays the grant number and includes links to the Grant

Snapshot report and the Grant Folder for parent and single-projects only. Included next to

the grant number is the word (paper) to indicate a paper application.
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For contracts, the project number displays the contract number and links to the Contract
Information pop-up.

e Project FY
Represents the fiscal year of the project.

o PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the PI Details
pop-up displaying the person's contact information.

« IDRFY

Displays the fiscal year of the application to which the IDR is attached. For multi-year
funded awards, this field is defaulted to the current fiscal year.

o Project Title
The project title of the project record.
o Project Status
Displays the status of the project. For subproject records, this is the subproject status.

Planned Inclusion Enrollment Report Fields

« IDR#

Displays the system-generated identification number of the inclusion data record. When
creating a new IDR, this field is blank, and the IDR number will generate upon saving.

o 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.
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o Foreign/Domestic

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

When creating a new IDR, select the value from the drop-down list that is appropriate for the
participants involved in the study. If the study involves participants at US and non-US sites,
separate IDRs will need to be created. 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.

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.

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 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.

« Ifyou 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.

« Ifa grantee user has locked the data by accessing it via the their RPPR, your changes cannot

be saved, and you will receive an error message.

At this time the data is edited by Grantee in RPPR.
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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 Received
by Agency.
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6 Edit Actuals Inclusion Data

The Edit Actuals Inclusion Data screen is used to update actual inclusion data for an IDR. The
screen is accessed by selecting the Edit Actual link on the Manage Inclusion Data Records
screen.

Refer to the topic titled Manage Inclusion Data Records on Page 29 for more information.

Edit Actuals Inclusion Data @

Project #: SPOICA45ETES-01 D Project FY: 2015
Pl Name: SHAKESPEARE. WILLIAM IDR FY: 2015
Project Title: The Taming of the Flu

Project Status: Pending Award. Non-fellowships

"Required field(s)

Cumulative Inclusion Enrollment Report

(1 1DR mrmbas i BIank. it will ba Ghrarsted on DR & @ 1026047

Save)
FmeignfDnmeslic:o Domestic
Planned EnrollmentRepeort Comments:

“Study Title: e Sample Study Title Number Five

Comments:
Ethnic Categories
Racial € Mot Hispanic or Latino Hispanic or Lating Unknown/Mot Reported Ethmicity Total
Unknown/Not Unknown/Not Unknown/Not
Femala Male Reported Female Male Reported Female Male Reported
American Indianf Alaska ) ) ) ) 2 |7 | r |
Native 32 20 0 16 0 0 0 12 | 0 20
Asian 20 20 o 0 0 0 o o o 40
Mative Hawaiian or Other | ) ) 2 |7 ) r |
Pacific Islander 24 30 0 0 0 0 0 0 L D. 54
Black or African American 35 41 o 5 12 0 o o o 94
wWnite 39 51 q 3 . o 1 0 d | %
More Than One Race 10 6 0 0 0 0 0 0 o 16
Unknown o Not Reported 0 0 3 0 0 J | d | g | d | 3
Total 161 168 3 Fi 14 0 1 12 0 383

Figure 38: Edit Actuals Inclusion Data Screen

The Edit Actuals Inclusion Data screen contains the following information:

Header Fields

e Project#
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For grants, the project number displays the grant number and includes links to the Grant
Snapshot report and the Grant Folder for parent and single-projects only. Included next to
the grant number is the word (paper) to indicate a paper application.

For contracts, the project number displays the contract number and links to the Contract
Information pop-up.

e Project FY
Represents the fiscal year of the project.
o PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record.The name is displayed as a link, which opens the PI Details
pop-up displaying the person's contact information.

« IDRFY

Displays the fiscal year of the project to which the IDR is attached. For multi-year funded
awards, this field is defaulted to the current fiscal year.

o Project Title
The project title of the project record.
o Project Status
Displays the status of the project. For subproject records, this is the subproject status.

Cumulative Inclusion Enrollment Report Fields

« IDR#

Displays the system-generated identification number of the inclusion data record

o Foreign/Domestic

Foreign/Domestic indicates whether the IDR involves participants from a non-US site (i.e.,

foreign) or a US site (i.e., domestic). It is a required attribute.
Foreign/Domestic Indicator values are as follows:

Foreign
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Domestic

o Planned Enrollment Report Comments

Displays the comments entered on the Planned Enrollment Form.

o Study Title

Displays the study title for the IDR, pre-populated from the Planned Enrollment Form. This
is an editable, required field.

o Comments

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

The actual 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 values 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.

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.

« Ifyou 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 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.
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« Ifa grantee user has locked the data by accessing it via the their RPPR, your changes cannot

be saved, and you will receive an error message.
At this time the data is edited by Grantee in RPPR.

When data is saved, the Last Updated Date and Last Updated ID are updated.
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7 Inclusion Data Record (IDR) Details

Access the Inclusion Data Record (IDR) Details screen by selecting the IDR# link or View action
option from the Manage Inclusion Data Records screen or by selecting the View option from the
Inclusion section of the Grant Folder. Y ou can also access the screen by selecting the IDR#
(displayed as a link) on the Transfer Inclusion Data Record(s) (IDRs) screen.

NOTE: Access via Grant Folder is not applicable to contracts.

The screen shows details of a selected IDR, including overall project information, IDR attributes,
enrollment distribution, the detailed enrollment report, a summary of enrollment, and history of
actions performed against the IDR.

For a single-year funded or multi-project award, the screen displays the latest version of the IDR if
accessed via another IMS screen or the selected version of the IDR when accessed via Grant
Folder. For multi-year funded awards, the screen displays the latest version of the IDR for the
requested fiscal year if accessed via another IMS screen or the selected version of the IDR for the
requested fiscal year when accessed via Grant Folder.
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Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Project & 1P20MH345678-010 (paper)
PI Name: SHAKESPEARE, WILLIAM

Current Inclusion Data | Prior Viersions: 09/22/2014  09/19/2014
Project Title: A Midsummer Might's Dream and Other Sleep Disorders
Appl. Status: Pending Award. Non-fellowships

Close

2

Additional Project Information

I Inclusion Data Record [IDR) Enrollment Distribution Detailed Enrollment Report Enrollment Summary Action History _

=]

Inclusion Data Record (IDR)

Study Title: | Documentation Team - for Flare screen shots

Existing Dataset or
: Received M
IDR Status: @ | Received by Agency Resource:@ | ™
Source Unique Value: @ Site Code:
10R #:@ | 1026033 IDR 1€ 10: @

Ho Planned Enrollment

Reason: @
Enroliment Dﬂf_gs;e Recruitment sg,ms;o Active, not recruiting: study is ongoing (1.e., patients are being treated or
examined), but participants are not currently been recruited or enrolled

Subpﬂpulaﬁuﬂ:e Ho Subpopulation
Description:

Foreign/Domestic: | Domestic Country(ies): | UNITED STATES

Phase IIl Clinical Trials | N-Clinical Research -- not an NiH- Clinical Trials Code: | No
Code: | defined Phase 11| elinical trial
Not Funded: @ Type 2 Progress
Report:

Agency Staff Comments:

Comments: These are my comments

Enrollment Report - Simple View

Planned Enrollment Report

Figure 39: Default View of Inclusion Data Record (IDR) Details Screen

Inclusion Data Record (IDR)

67

July 17, 2015




IMS User Guide for Internal Agency Staff

Inclusion Data Record (IDR) Details @

( View Reported FY: 2014 | 2015 )

Project & IR01HL123456-01 'O
Pl Name: Pos, Edgar Allan

Currant Inclusion Data
Project Title: The Tell-tale Heart Disease
Appl. Status: Awarded. Mon-fellowships only

ﬂ Additional Project Information ‘
I Enrollment Distribution Detailed Enrollment Report Enrollment Summary Action History _
| =] | Inclusion Data Record (IDR) |

Study Title: | Tell-tale Heart Disease: Study Number Two
IDR Status: @ | Accepted (Original Sub Existing Dataset or Resource: @

Figure 40: Top Portion of Inclusion Data Record Details for Multi-Year Funded Award
The screen is divided into 3 sections:

o Header
« Additional Project Information

o Tabbed sections of additional data

Header Section

The header section of Inclusion Data Record (IDR) Details displays general project information
related to the selected IDR. The following information is included in the header section of the
screen:

e View Reported FY

IMS allows switching between fiscal years 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 @

{ View Reported FY: 2014 | 2015 )

Project & 1R01HL 123456-01 '3
Pl NHame: B dgar Allan

Current Inclusion Data
Project Title: The Tell-tale Heart Dizease
Appl. Status: Awarded. Non-fellowships only
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Figure 41: View Report FY Links on IDR Details

e Project#

The project number, displayed with links to the Grant Snapshot report and the Grant Folder
for parent and single-projects only (grants) or to the Contract Details pop-up screen
(contracts).

Please note the difference between grants, intramural, and contracts project numbers. This
field displays the grant number (e.g., IR01AI123456-01) for grants and a similar number
starting with Z for intramural projects. The contract number (e.g., NOIDE32636-0-0-1) is
displayed for contracts. Refer to the topic titled Contracts on Page 99 for information on
distinguishing contract parent records from contract project records

o PI Name

The name of the contact PI on the project record. For subprojects, this is the Subproject Lead
Name entered on the record. The name is displayed as a link, which opens the P/ Details
pop-up displaying the person's contact information.

For intramurals, this is not a hyperlink.

e Current Inclusion Data|Prior Versions

When the Inclusion Data Record (IDR) Details screen is accessed from any other IMS
screen, the screen displays the latest (i.e., current) version of the IDR. 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.

When viewing Inclusion Data Record (IDR) Details for a Last Budget Period type IDR, the
words (Last Budget Period) display next to the Current Inclusion Data link. On the same

line, links to the prior version of the Last Budget Period type 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).

NOTE: Last Budget Period type IDRs are not applicable to contracts.
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Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Project #; ERD1NR123456-05 £

Pl Hame:

gpeare. William
Prior Versions: 01282015 01282015 12/04/2014
Project Title: All's Well That Ends Well with Advancements in Medicing

Appl. Status: Awarded. Non-fellowships anly

Current Inclusion Data (Last Budget Period) | Prior Versions of Last Budget Period: 202/01/2015

Figure 42: Sample Header Section for Last Budget Type IDR

NOTE: When the Inclusion Data Record (IDR) Details screen is accessed via the Grant

Folder, the screen displays the selected version as default.

e Project Title

The name of the project for the parent grant, multi-year funded award, or contract.

o Appl. Status
The current status of the project.

Additional Project Information

The Additional Project Information section of the screen is collapsed by default and can be
expanded by clicking the [+] icon next to the section title. This expandable section displays on all

views (tabs) of the screen.
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Inclusion Data Record (IDR) Details @
View Reported FY: 2015

Project #: 1P20MH345678-010 (paper)
Pl Name: SHAKESPEARE. WILLIAM

Current Inclusion Data | Prior Versions: 09/22/2014 09192014
Project Title: A Midsummer MNights” Dream and Other Sleep Disorders
Appl. Status: Pending Award. Non-fellowships

B‘ Additional Preject Information
Appl ID: | 1234567 FY: | 2015
Org Name: | UNIVERSITY OF LITERARY REFERENCES FOA: | CA12-123
Project Dates: | 0B/01/2014 - 07/31/2019 Inclusion Monitoring qu‘d;e Yes
PCC: | GIAC PO Name: | Goodfellow, Robin

NCT No. (CT.GOV):@

Phase Il Clinical Trial Code: | N - Clinical Research - not an NiH-defined Phase Il clinical trial

Clinical Trial Code: | No

Human Subject Code: | 30 - Human subjects imolved - Certified, no SRG concems
Gender Clinical Study Code:
Minority Clinical Study Code:

-

A - Both genders, scientifically acceptable

-

A - Minorities and non-minorities, scientifically acceptable

\ Child Clinical Study Code: | 3A - No children included, scientifically acceptable
| Inclusion Data Record (IDR) Enrollment Distribution I Detailed Enrollment Report Enrollment Summary I Action History _

‘ =] | Inclusion Data Record (IDR) |

I |
Study Title: | Sample Study Title Number Five

Existing Dataset or
IDR \:.111_-.;0 Received by Agency - M

Figure 43: Additional Project Information Section of IDR Details

The information in this section includes:

e ApplID

o Contract Document Number (contracts only)
o Contracting Officer Name (contracts only)
e Org Name

« FOA

« FY

 Project Dates

o Inclusion Monitoring Req'd

« PCC

e PO Name

e NCT No. (CT.GOV)

o Phase III Clinical Trial Code

e Clinical Trial Code
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o Human Subject Code

o Gender Clinical Study Code
e Minority Clinical Study Code
o Child Clinical Study Code

Tabbed Sections of Additional Data

Additional IDR data is displayed on tabs within the screen.

Project #
Pl Name:

Project Title:
Appl. Status:

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

1P20MH345678-0133 (paper)
SHAKESPEARE, WILLIAM

Current Inclusion Data | Prior Versions: 0922/2014 09/19/2014

A Midsummer Mights” Dream and Other Sleep Disorders
Pending Award. Non-fellowships

Additional Project Information

Appl ID: | 1234567 FY: | 2015
Org Name: | UNIVERSITY OF LITERARY REFERENCES FOA: | CA12-123
Project Dates: | 0B/01/2014 - 07/31/2019 Inclusion Monitoring Req‘d:o Yes
PCC: | GIAC PO Name: | Goodfellow, Robin

NCT No. (CT.GOV). @

Phase lll Clinical Trial Code: | N - Clinical Research - not an NiH-defined Phase Il chnical trial

Clinical Trial Code: | No

Human Subject Code: | 30 - Human subjects imohved - Cenified, no SRG concems

Gender Clinical Study Code: | 1A - Bath genders, scientifically acceptable

Minority Clinical Study Code: | 1A - Minonties and nen-minorities, scientifically acceptable

Child Clinical Study Code: | 34 - No children included, scientfically acceptable

Enrallment Distribution Detailed Enrollment Report Enrollment Summary Action History —

.
= Inclusion Data Record (IDR) |
Study Title: | Sample Study Title Number Five
| - |
DR Starus-© | Recebved by Agency Existing Datasetg:
Figure 44: Tabbed Sections of IDR Details

Refer to the appropriate related topic for information on the following tabs:

Inclusion Data Record (IDR) tab
Enrollment Distribution tab
Detailed Enrollment Report tab
Enrollment Summary tab
Action History tab
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7.1 Inclusion Data Record (IDR) Tab

The Inclusion Data Record (IDR) tab of the Inclusion Data Record (IDR) Details screen
displays the Inclusion Data Record and the Enrollment Report — Simple View.

7.1.1 Inclusion Data Record

The Inclusion Data Record portion shows the attributes of the IDR as managed by Agency staff.
The attributes, which are maintained on the Edit Inclusion Data Record screen, are displayed on
this screen are read-only.

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

Project & 1PZ20MH345678-01'D (paper)
Pl Name: SHAKESPEARE, WILLIAM

Current Inclusion Data | Prior Viersions: 09/22/2014  09/19/2014
Project Title: A Midsummer Might's Dream and Other Sleep Disorders
Appl. Status: Pending Award. Non-fellowships

‘ ‘ Additional Project Information ‘

I Inclusion Data Record (IDF Enrollment Distribution Detailed Enrollment Report Enrollment Summary Action History _
B Inclusion Data Record (IDR)

Study Title: | Documentation Team - for Flare screen shots

Existing Dataset or
@ | Received e Ho
IDR Status: by Agency Resomce: 8
Source Unique Value: @ Site Code:
1R #:@ | 1026033 IDR IC 1D: @
No Planned Enroliment
Reason:
Enrollment Dates: & Recruitment Status: @ | Active, not recruiting: study Is ongoing (i.e., patients are being treated or
examined), but participants are not currently been recruited or enrolled
Subpopulatim'.e Ho Subpopulation
Description:
Foreign/Domestic: | Domestic Country(ies): | UNITED STATES
Phase Ill Clinical Trials | H-Clinical Research -- not an NIH- Clinical Trials Code: | No
Code: | defined Phase 11| elinical trial
Mot Funded: @ Type 2 Progress
Repnrt:a

Agency Staff Comments:

Enrollment Report - Simple View

Flanned Enrcllment Report

Figure 45: Inclusion Data Record (IDR) on IDR Details

Study Title

IDR Status
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Existing Dataset or Resource

Source Unique Value

Site Code

IDR #

IDRICID

No Planned Enrollment Reason

IDR FY

Enrollment Dates

Recruitment Status

Indicates the recruitment status of the project. Valid status values include:

Blank: No recruitment status has been entered.
Not yet recruiting: Participants are not yet being recruited
Recruiting: Participants are currently being recruited

Enrolling by invitation: Participants are being (or will be) selected from a
predetermined population

Active, not recruiting: Study is ongoing (i.e., patients are being treated or examined),
but participants are not currently being recruited or enrolled

Completed: the study has concluded normally; participants are no longer being
examined or treated (i.e., last patient’s last visit has occurred)

Suspended: Recruiting or enrolling participants has halted prematurely but potentially
will resume

Terminated: Recruiting or enrolling participants has halted prematurely and will not
resume; participants are no longer being examined or treated

Withdrawn: Study halted prematurely, prior to enrollment of first participant
Subpopulation

The Yes or No value in this field indicates whether enrollment counts involve a
subpopulation that the IC elects to provide additional information about.

Subpopulation Description

Where applicable, displays the entered description for the subpopulation involved in the
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study.
Foreign/Domestic

Indicates whether the IDR is foreign or domestic.
Country(ies)

Displays the list of countries associated with the IDR. For IDRs with a Foreign/Domestic
indicator set to Domestic, only the United States displays in the field.

Phase III Clinical Trial Code
Displays the Phase III Clinical Trial code for the IDR.
Phase III Clinical Trials Codes are as follows:
Y — NIH-defined Phase III Clinical Trial
N — Clinical Research — not an NIH-defined Phase III clinical trial
Clinical Trial Code

The Yes or No value in this field indicates whether the specific IDR involves a clinical trial.
This value does not exist at the subproject level.

Not Funded

A Yes value indicates that the IDR will not be funded. This generally applies when there are
budget/scope reductions to a project. Not Funded IDRs are not rolled forward to the out year
record. On award, status of this IDR is updated to Accepted — Not rolled forward.

Type 2 Progress Report

A Yes value indicates that the IDR is a part of the competing submission progress report and
does not reflect a study that will be active during the new funding period. Type 2 Progress
Report IDRs are not rolled forward to the out year record . On award, the status of this IDR
is updated to Accepted — Not rolled forward. This is not relevant to the contracts process.

Agency Staff Comments

Displays any comments for this IDR entered by Agency staff.
You can find definitions of these terms in the Glossary of Related Terms on Page 103.
7.1.2 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. For more detailed enrollment information, access the Detailed
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Enrollment Report tab on the screen. Refer to the topic titled Detailed Enrollment Report on
Page 81 for more information.
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I Inclusion Data Record (IDR) I Enrollment Distribution [ Detailed Enrollment Report I Enrollment Summary [ Action History _

=] Inclusion Data Record (IDR)
Study Title: | Documentation Team - for Flare screen shots
Existing Dataset or
. Received M
DR Status: @ by Agency Resource:@ | ©
Source Unique Value: @ Site Code:
10k #:@ | 1026033 R ic 10:@
Ko Planned Enrollment
Reason: @
Enrollment Dates: @ Recruitment Status: @ | Active, not recruiting: study is engoing (i.e., patients are being treated or
examined), but participants are not currently been recruited or enrolled
Subpopulation: @ | Mo Subpopulation
Description:
Foreign/Domestic: | Domestic Country(ies): | UNITED STATES
Phase Il Clinical Trials | N-Clinical Research -- not an NiH- Clinical Trials Code: | No
Code: | defined Phase 111 clinical trial
Not Funded: @ Type 2 Progress
Bepoﬂ:’e

Agency Staff Comments:

Planned Enrcllment Report
Comments: These are my comments
Ethnic Categories
Not Hispanic or Lating Hispanic or Latino
Racial Categories Total
Female Male Female Male
American Indian/ Alaska Native 5 58 25 5 123
Asian 20 20 ] 0 40
Hative Hawaiian or Other Pacific

Islander g g b U L

Black or African American 10 18 0 0 28

White 30 38 4 & 78

More Than One Race 2 4 10 10 26

Total 97 138 39 21 295

Cumulative Enroliment (Actual) Report
Comments: These are my sample comments...
Ethnic Categories
Racial C i Mot Hispanic or Latine Hispanic or Lating Unknown/Not Reported Ethnicity Total
Unknown/ Unknown/ Unknown/
Female Male Mot R i Female Male ot R d Female Male Mot Fooocied
American Indian/ Alaska Native 33 &0 0 25 5 0 2 1 0 126
Asfan 21 20 0 0 0 2 0 0 0 43
Native Hawaiian or Other Pacific

i 1] ] ] [/} 0 ] 0 ] [] li]

Black or African American 12 15 1 il 1 o 0 [i] 0 n

White 7 40 F 5 10 0 1 rd [] &7

More Than One Race 3 4 0 10 10 o 0 [i] 0 27

Unknown or Mot Reported 1 1] L] o 2 0 1 15 [] 19

Total 97 139 3 42 28 2 4 18 1] 333

\ Previous Year Total Enrollment: 0
-
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Figure 46. Enrollment Report=Simple View

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:

o 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.

o 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.

7.2 Enrollment Distribution

The Enrollment Distribution tab of the Inclusion Data Record (IDR) Details screen presents a
visual representation of the inclusion data — for the selected version of the IDR — by comparing
planned enrollment to actual enrollment on the following categories:

o Sex/Gender
« Ethnicity

e Race

Each graph is marked along the Y axis at the 50% mark with 100% as the upper limit. This
represents the Percent Distribution. The exact percentage is also indicated above each graph
element. The x Axis displays the different sub-categories (e.g., female, male) split between Planned
Enrollment (orange bar) and Actual Enrollment (blue bar).

The graphs displayed utilize the Chi-Square Goodness of Fit Test to indicate whether the actual
inclusion enrollment data distributions are consistent with the planned enrollment data distributions.
This calculation is run for sex/gender, ethnicity, and race separately and is used only for studies
with a plan for 75 or more participants that have already enrolled a certain number in each category
(excluding unknowns). If the test results suggest that a difference between the observed value (i.e.,
actual enrollment) and the expected value (i.e., planned enrollment) exists, a message displays for
the category in question.

NOTE: There is a notable difference (deviation) from what was planned.
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Sex/Gender
100%

0%

50% 50%

Percent Distribution

I0%

1%

! B —
Females Males Unknowen Mot
Reported

| Planmed Enroliment @ Actual Enrollment

OHDTE!

There is a notable difference (dewviation) from what was planned

The purpose of this calculation and message is to serve as a tool to alert NIH program staff of the
difference between planned and actual distributions. Any subsequent actions would be determined
according to IC-specific procedures and/or the Program Officer.

Enrollment Distribution by Sex/Gender

The graph shows the percent of total enrollment for each sex/gender category for both planned and
actual enrollment for the IDR, as well as the Unknown/Not Reported category, which is reported
for actuals only.
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Sex/Gender
100%
g
g s3g% 25.6%
5 50% 46.1%
E 42,
=
5
a
1.5%
| —
Females Males UnknownHNot
Reported
[= Pranned Enroliment m Actual Enrollment |

Figure 47: Sample Graph for Sex/Gender Category
Enrollment Distribution by Ethnicity

The graph shows the percent of total enrollment for each ethnicity category for both planned and
actual enrollment for the IDR, as well as the Unknown/Not Reported category, which is reported
for actuals only.

Ethnicity
100%
TO.7%
71.8%
E
-
§
= 50%
=
@
1=}
]
a
0.3% 21.6%
J . "
Hon. Hispanic Latino Unknown Mot
Hispanic Latino Reported
| Planned Enroliment m J\clluIEnrnIImen‘t|

Figure 48: Sample Graph for Ethnicity Categories
Enrollment Distribution by Race

The graph shows the percent of total enrollment for each race category, for both planned and actual
enrollment for the IDR, as well as the Unknown/Not Reported category, which is reported for
actuals only.
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Race
100%

41.7%

3Te%
26.4%  26.1%
1306%  12.9%
9.5%  9.3% 8.8%
8.1% 5%
| | racan | B ] -

American Asian Nathe Black or White More Than Unknown o1
Indian/ Alaska Hawiaiian or African One Race Not Reported
Nathee Other Pacific American
Islander

Percent Distribution
z
P

[ Planmed Enrolliment @ Actual E NIO||I11P.II1]

Figure 49: Sample Graph for Race Categories

IMPORTANT: In order for the data to be presented in these graphs, planned enrollment data
must exist. If planned enrollment data do not exist, the following message will display with no
graphs: Because there is no planned enrollment associated with this IDR, the graphs cannot be

generated.

7.3 Detailed Enroliment Report

The Detailed Enrollment Report tab of the Inclusion Data Record (IDR) Details screen displays
a comprehensive table with all subject counts for planned and actual data integrated into the same
display. The display of the information can be manipulated to hide or show information in a variety

of ways.
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Inclusion Data Recerd (IDR) Details @
View Reported FY: 2015

Project # 1P20MH345676-01 /3 (paper)

Pl Hame: SHAKESPEARE WILLIAM

Current Inclusion Data | Prior Versions: 091972014

Project Title: A Midsummer Night's Dream and Other Sleep Disorders
Appl. Status: Pendng Award. Non-fellowships

| | Additional Project Information |

I Inclusion Data Record (IDR) I Enroliment Distribution Detailed Enrollment Report Enrollment Summary Action History _

Enrollment Report - Detailed \-'iaw‘
View Options: Hide Actuals | Show All Percentages
View Percentages: Actual/Planned | Planned/Category Total | Actuals/Category Total |

Planned/ Overall Study Total | Actuals/Overall Study Total
Planned/Ethnic Planned Total | Actuals/Ethnic Actual Total

Show Racial Categories: All | Only Show: American Indian/Alaska Native | Asian | Native Hawaiian or Other Pacific Islander | Black or African American
White | Mare Than One Race | Unknown/Not Reparted
Ethnic Categories
Mot Hispanic or Latino Hispanic or Latino Unknown/Not Reported
Total
Unknowm/ Unknowmn/ Unknown/
Female Male Hot Female Male Not Female Male Not
Racial Categories
American Indian/
Alacka Native

Actuals/Overall Study Total:

_

13.5%

Native Hawaifan or | Actuals: 0 0 0 0 0 0 0 0 0 0
Other Pacific
Islander

Actuals/Overall Study Total:

_

Actuals/Overall Study Total: 12.6% 27.4%

mre Than One i

Actuals/Overall Study Total:

Unknown or Not
Reported

Actuals/Overall Study Total:

Totals
(all Categories)

PManned Enrollment Report Comments: These are my comments

Cumulative Inclusion Enroliment Report Comments: These are my sample comments...

Figure 50: Default View—Detailed Enrollment Report Tab

Enrollment Report — Detailed View
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Click an option's link to set a particular view. When an option is selected, its link will become bold

as a visual indication of the current view. To unselect the view option, click the link again. The
options on this screen allow you to change your view of displayed actual data, percentages, and/or

racial categories.

NOTE: If the enrollment data in IMS came from the POP Tracking system, the following message

will display on the screen in place of the detailed report: Planned and/or cumulative and/or final
enrollment data for this FY was entered in the previous OMB-approved layout in the
eRA POP Tracking module. The Detailed View cannot be displayed for this FY.

View Options

« Hide Actuals

Select this link to hide actuals data from the screen. When selected, the link becomes the
Show Actuals link, which is used to show the actuals data.

Enrollment Report - Detailed View®

( View Options: Show Actuals } Show All Percentages

Yiew Percentages: Actual/Planned | Planned/Category Total | Actuals/Category Total |

Planned/Overall Study Total | Actuals/Overall Study Total

Planned/Ethnic Planned Total | Actuals/Ethnic Actual Total

Show Racial Categories:

Il | Only Show: American Indian/Alaska Mative | Asian | Mative Hawaiian or Other Pacific islander | Black or African american

White | More Than One Race | Unknown/MNot Reported

Black or African
'__‘ e Planned:

Ethnic Categories
Hot Hispanic or Lating Hispanic or Lating Unknown/Not Reported
Total
Unknown/ Unknown/ Unknown/
Female Male Not Female Male Not Female Male Mot
Racial Categori Reported Reported Reported
American Indian/
Alaska Hative Flanned: 35 [ 58 25 5 123
Actuals/Overall Sdy Total: 10.4 18.9% 0% 7.9% 1.6% 0 0.6% 0.3% 0% 39.6%
Asian Planned: 20 | 20 | 0 | 0 | | 40
Actuals/Overall Sdy Total: 6.6% 6.3% 0 0 o 0.6% ] 0% (1] 13.5%
Hative Hawaiian or
Other Pacific Flanned: 0 [} 0 o (]
Islander
Actuals/Overall Stw 0% 0% o 0 0% o 0 0% o 0%

Figure 51: Hide Actuals on Detailed Enrollment Report View

o Show All Percentages

When the Show All Percentages link is selected, the screen displays all percentages for

every expanded racial category. The link is replaced with the Hide All Percentages link,
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which is used to hide the percentages of all expanded racial categories.

By default, all percentages are hidden.

Enrollment Report - Detailed View@

View Options: Hide Actuals | Hide all Percentages ‘_

View Percentages: Actual/Planned | Planned/Category Total | Actuals/Category Total |
Planned/Overall Study Total | Actuals/Overall Study Total
Planned/Ethnic Planned Total | Actuals/Ethnic Actual Total

Show Racial Categories: All | Only Show: American Indian/Alaska Native | Asian | Native Hawaiian or Other Pacific Islander | Black or African American
White | More Than One Race | Unknown/Not Reported
Ethnic Categories
Not Hispanic or Latino Hispanic or Latino Unknown/Not Reported
Urikrecwnd Unknown/ Unknown/ fotal
Female Male Mot Female Male ot Female Male Hot
Racial Categories Reported Reported Reported
American Indians | Actuals: 33 &0 0 25 5 ] 2 1 0
Alaska Mative
Actuals/Overall Study Total: 10.4% 18.9% 0% 7.9% 1.6% 0% 0.6% 0.3% 0% 39.6%
- Actuals /Planned: 94.3% 103.4% 100% 100% 102.4%
Planned/ Category Total: 28.5% 47.2% 0% 20.3% 4.1% 0% 0% 0% 0% 100%
Actuals/Category Total: 16.2% 47.6% 0% 19.8% 4% 0% 1.6% 0.8% 0% 100%
Planned/Overall Study Total: 11.9% 19.7% 0% 8.5% 1.7% 0% 0% 0% 1-9 41.7%
Planned/Ethnic Planned Total: 36.1% 4% - 64.1% 13.8% 41.7%
L Actuals/Ethnic Actual Total: 34% 43.2% 0% 59.5% 17.9% 0% 50% 33.3% 39.6%
Actuals: Fal 0 0 0 0 z 0 0 0
Asian
Actuals /Overall Study Total: 6.6% 6.3% 0% 0% 0% 0.6% 0% 0% 0% 13.5%
Actuals /Planned: 105% 100% 107.5%
Planned/Category Total: 50% 50% 0% 0% I 0% i 0% 0% 0% i 0% 100%

Figure 52: Show All Percentages on Detailed Enrollment Report

View Percentages

Select one or more of the links in the View Percentages section to display specific percentage data
for the expanded racial categories. Selected links will display in bold type. Deselect a percentage
option by selecting it a second time.

By default, the percentage links are unselected.
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Enrollment Report - Detailed View®

View Options: Hide Actuals | Hide All Percentages
iew Percentages: Actual/Planned | Planned/Category Total | Actuals/Category Total |
Planned/Overall Study Total | Actuals/Overall Study Total
Planned/Ethnic Planned Total | Actuals/Ethnic Actual Total
Show Racial Categories: All | Only Show: American Indian/Alaska Native | Asian | Mative Hawafian or Other Pacific islander | Black or African American

White | More Than One Race | Unknown/Hot Reported

‘ Ethnic Categories

Hot Hispanic or Latino | Hispanic or Latino UnknowniHot Reported

Figure 53: View Percentages Links on Detailed Enrollment Report
Percentage categories/links are as follows:

¢ Actual/Planned

The Actual/Planned value is calculated by dividing the Actuals enrollment count for each
Ethnic category by the Planned enrollment count in that Ethnic category.

o Planned/Category Total

The Planned/Category value is calculated by dividing the Planned enrollment count for each
Ethnic category by Total Planned enrollment count in that Racial category.

o Actuals/Category Total

The Actuals/Category value is calculated by dividing the Actuals enrollment count for each
Ethnic category by the Total Actuals enrollment count for that Racial category.

o Planned/Overall Study Total

The Planned/Overall Study value is calculated by dividing the Planned enrollment count for
each Ethnic category by Total Planned for all Racial categories.

o Actuals/Overall Study Total

The Actuals/Overall Study value is calculated by dividing the Actuals enrollment count for
each Ethnic category by the Total Actuals for all Racial categories.

o Planned/Ethnic Planned Total

The Planned/Ethnic Planned value is calculated by dividing the Planned enrollment count
for each Ethnic category by the Total Planned enrollment count in that Ethnic category.
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o Actuals/Ethnic Actual Total

The Actuals/Ethnic Actual value is calculated by dividing the Actuals enrollment count for
each Ethnic category by the Total Actuals enrollment count in that Ethnic category.

Show Racial Categories

o All

This view is the default view and displays information for all racial categories on the screen.
Refer to the figure captioned Default View—Detailed Enrollment Report Tab above to see
this view.

Click the link a second time to unselect this view and hide all racial categories. When
hidden, only the Total (All Categories) record will display.

Enrollment Report - Detailed View®

View Options: Hide Actuals | Show All Percentages

View Percentages: Actual/Planned | Planned/Category Total | Actuals/Category Total |
Planned/Overall Study Total | Actuals/Overall Study Total
Planned/Ethnic Plannved Total | Actuals/Ethnic Actual Total

Show Racial Categories: All | Only Show: American Indian/Alaska Native | Asian | Mative Hawaiian or Other Pacific Islander | Black or African American
White | More Than One Race | Unknown/Hot Reported
Ethnic Categories
Mot Hispanic or Lating Hispanic or Latino Unknown/Not Reported
| T T T Total
Unknown/ Unknawn/ Unknownd
Female Male Hot Female Male Hot Female Male Haot:
Racial Categories Reported Reported Reported
. 18
Totals Actuals: 97 139 3 4z 8 2 4 3 0 na
{4ll Categories) (SpEeeess 97 138 S‘JJ 2 | 95
h,

Planned Enrollment Report Comments: These are my comments

Cumulative Inclusion Enroliment Report Comments: These are my sample comments. ..

Figure 54: All Racial Categories Hidden on Detailed Enrollment Summary

e Show Only

Click the link for any option(s) to display data only for that specific racial category. When a
category is selected, the link becomes bold and screen updates to display the data for the
selected option(s). Click a category link a second time to unselect the view option and hide
the corresponding racial category data.
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Enrollment Report - Detailed “ewi

View Options:
View Percentages:

Hide Actuals | Show All Percentages

Actual/PManned | Planned/Category Total | Actuals/Category Total |
Planned/Overall Study Total | Actuals/Overall Study Total
Planned/Ethnic Planned Total | Actuals/Ethnic Actual Total

Show Racial Categories:

All | Only Show:

can |ndian/Alaska

Asian | Hative Hawaiian or Other Pacific IsLandirﬁ Black or African Ameriu?

Planned Enrollment Report Comments: These are my comments

More One Race | Unknown/Hot Reported
Ethnic Categories
Hot Hispanic or Latino Hispanic or Latino Unknown/Not Reported
Total
Unknown/ Unknown Unknown/
Female Male Mot Female Male Mot Female Male Hot
Racial Categories Reported Reported Reported
e orican indiany | Actuals: n &0 0 15 5 0 2 1 0 128)
Alaska Native
Black or African Actuals: 12 15 1 2 1 0 0 0 0 3
American
Actuals: 7 40 2 5 10 0 1 2 0 87
White
Totals Actuals: 97 139 3 42 28 2 4 3 0 38
(Al Categories)

Cumulative Inclusion Enrollment Report Comments: These are my sample comments...

Figure 55: Show Multiple Racial Categories on Detailed Enrollment Summary

Racial categories/links are as follows:
o American Indian/Alaska Native

e Asian

« Native Hawaiian or Other Pacific Islander

¢ Black or African American

o White

e More Than One Race
e Unknown/Not Reported

7.4 Enrollment Summary

The Enrollment Summary tab of the Inclusion Data Record (IDR) Details screen displays a table

providing a summary of all project application records within the project and corresponding fiscal

year as well as Inclusion Total Counts for the IDR.

For multi-year funded awards, the table displays a list of fiscal years of the multi-year funded
award as well as the Inclusion Total Counts for this IDR only.

Single-year funded and multi-component grants and contracts

The following information is displayed for single-year funded and multi-component awards:
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e Project No.

For grants, the grant number is displayed as a link to the Grant Snapshot report and includes

an additional link (folder icon) for accessing the Grant Folder. These links are not available
for subprojects.

For contracts, the contract number is displayed as a link to the Contract Details pop-up

screen.
For intramural projects, Project No. is not hyperlinked.

o PI Name
The name is displayed as a link, which opens the PI Details pop up screen.
For intramural projects, PI Name is not hyperlinked.

e Project FY
Fiscal year of the project.

« Inclusion Total Counts (This IDR Only)

Inclusion total counts are represented separately for Planned and Actual total counts.

o Last Budget Period Data as reported by PI

When a Last Budget Period type IDR exists, this row displays the Planned and Actual
counts for that IDR. The row only exists for projects with a Last Budget Period type IDR.

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

Project # 1P20MH3456T8-01' (paper)
Pl Name: HAKESPEARE . WILLIAM

Current Inclusion Data | Prior Versions: 09/22/2014 09/19/2014
Project Title: A Midsummer Mights' Dream and Other Sleep Disorders
Appl. Status: Pending Award. Non-fellowships

[+]

Additional Project Information

| Inclusion Data Record (IDR) | Enrollment Distribution | Detailed Enrollment Report

Enrollment Summary (All Years, This IDR Onlv]-e

Project No. Pl Hame Project FY

Inclusion Total Counts (This IDR Only)
Planned Actuals

1 P2OMH345673-01 LD SHAKESPEARE, WILL LAM 2015 185 3ia
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Figure 56: Enrollment Summary Tab of IDR Details (Single Project)

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

Project #: 1P20MH345678-01
P1 Namie: SHAKESPEARE, WILLIAM

Current Inclusion Data | Prior Versions: (922/2014 09192014
Project Title: A Midsummer Mights’ Dream and Other Sleep Disorders
Appl. Status: Pending Award. Non-fellowships

‘ E' | Additional Project Information ‘

I Inclusion Data Record (IDR) Enroliment Distribution Detailed Enrollment Report Enrollment Su ATy Action History

Enrollment Summary (All Years, This IDR Gnly}o
Inclusion Total Counts (This IDR Only)
Project No. Pl Hame Project FY
Planned Actuals
1 P2OMH345678-01 'O SHAKESPEARE, WILLLAM s 295 e
Last Budget Period Data as reported by Pl: 295 318

Figure 57: Enrollment Summary Showing Last Budget Period Data

Inclusion Data Record (IDR) Details @
View Reported FY: 2014

Project #: 1234012000071-0-12300005-1
Pl Hamie: VALIEAN, JEAN
Current Inclusion Data

Project Title: This Project Title Reprasents an Example of a Contract PROJECT Title Displayed in IMS System
Appl. Status: Mot Applicable

[+]

I Inclusion Data Record (IDR) Enrollment Distribution Detailed Enrollment Report E [Iment Su Ary Action History

Enrollment Summary [MI Years, This IDR Dnlﬂo

Additional Project Information ‘

Inclusion Total Counts (This IDR Only)
Project Ho. Pl Hame Project FY
Planned Actuals
123401 2000071-0-12300005-1 VALJEAN, JEAN 2014 54 &0

Figure 58: Enrollment Summary for Contracts

Multi-year funded grants

« IDRFY

Represents the fiscal year of the IDR

o Inclusion Total Counts (This IDR Only)

Inclusion total counts are represented separately for Planned and Actual total counts.
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Inclusion Data Record (IDR) Details @

View Reported FY: 2014 | 2015

Project # 1R01HL123456-01 '
Pl Name: Poe, Edgar Allan

Current Inclusion Data
Project Title: The Tell-tale Heart Disease

Appl. Status: Awarded. Non-fellowships only

m Additional Project Information

| Inclusion Data Record (IDR) Enroliment Distribution Detailed Enrollment Report

Enrollment Summary (All Years, This IDR Only]e
Inclusion Total Counts (This IDR Only)

IDR FY

Planned Actuals
2014 295 333
2015 295 285

Figure 59: Enrollment Summary for Multi-Year Funded Award

7.5 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.

NOTE: In the case of viewing a Last Budget Period type IDR, the screen only displays the action
history of that IDR. It does not include the history of the associated regular IDR.

Action History

The information is displayed in a table with the following fields:
o Action Date/Time

Displays the date and time on which the action was performed in the system.

o Action Performed By(link)
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.

o Action

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

their definitions.

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

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

o 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 Created Via Web Service: The IDR was inserted via web service.

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

e Data Locked for Reporting: A system-generated status update upon freezing FY for
contracts or intramural projects.

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

e Grant is Awarded, IDR is Not Rolled Forward: A system-generated status update
upon release of the award when the IDR is marked as Not Funded or Type 2 Progress
Report. The user in this event will display as System.

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

e 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.

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

e Returned to PI: The SO returned a routed IDR back to the PL

o Sent to Agency: The SO (or delegate) routed the IDR to Agency.

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

e Sent to SO: The PI (or delegate) routed the IDR to the SO.

o Updated by Internal Staff: Data on the planned or actual enrollment form was updated
by agency staff.

o Updated Via Web Service: The IDR was updated via web service.
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View Reported FY: 2015

Inclusion Data Record (IDR) Details @

Project #: EROIMHEE4321-031 D

Pl Hame: Austen _Jane

Current Inclusion Data | Prior Versions 12014
Project Title: Pride & Prejudice and the Human Payche
Appl. Status: Awarded. Non-fellowships only

=)

Additional Project Information

I Inclusion Data Record (IDR)

Enrollment Distribution

Detailed Enrollment Report

Enrollment Summary

Action History _

Action History 2]

Action Date/Time

Action Performed By

Action

05/22/2014 02:42 PM

Austen, Jane

Created via RPPR

09/22/2014 02:42 PM

Austen, Jane

Cumulative Enrollment is Updated for Progress Report

05/2272014 03:10 PM

Woodhouse, Emma

Sent to Agency as part of the Progress Repart

09/24/2014 11:24 AM

Bennet, Elizabeth

Grantee Updates in Progress

09/24/2014 11:24 AM Bennet, Elizabeth Sent to S0
09/2472014 11:39 AM Woodhouse, Emma Sent to Agency

Figure 60: Sample Action History for an Inclusion Data Record
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8 Viewing IDRs via the Grant Folder

Agency staff (and anyone with access to the Grant Folder) can view the Inclusion Data Records
(IDRs) screen for all existing versions of IDRs for a grant record. The report is accessed by
selecting the Inclusion link from Grant Folder.

The resulting screen varies depending on whether the grant is a single-project, multi-project, or
multi-year funded grant.

« Single-project awards: Lists all IDRs for the grant.
o Multi-project awards: Lists all IDRs for the parent and its subprojects.
o Multi-year funded awards: Lists all IDRs grouped by fiscal year

IMPORTANT: The Inclusion link in Grant Folder is not available for contracts and intramural
projects.

8.1 Inclusion Data Records via Grant Folder (Single-Project Awards)

The Inclusion Data Record(s) screen is accessed via the Grant Folder and provides a list of all
IDRs for the grant application along with links for accessing the IDR details of those records.
Where applicable, the screen also allows viewing of prior versions of the IDR(s).

Inclusion Data Records (IDRs) @
Grant #: 1P20MH 78-01
Pl Name: HAKESPEARE WILLIAM
Project Title: A Midsummer Night's Dream and Other Sleep Disorders
Appl.Status: Pending Award. Non-fellowships
|__|DR# IDR IC 1D | Last Updated Date Study Title Actions
54720 04-130 110472009 Measure for Measure and Other Scientific Methedol {__more) Wiew
[Current)
54T 04.316 110472009 All's Well That Ends Well with advancements in m(_more) Wiew
[Current)
84724 04.257 110472009 A Winter's Tale: A comprehensive study of the cof_maore) Wiew
[Current)
54725 05023 110472009 The Life and Death of King John: Determining risk fac{_more) View
[Current)
54726 919.04 1100472009 The Merry Hivas of Windsor Wiew
[Current)

Figure 61: Inclusion Data Record for Single Project via Grant Folder
Header information includes the following:

e Grant#

o PI Name

o Project Title

o Application Status
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The hit list portion of the screen contains the following information:
IDR #

The IDR# is the unique Inclusion Management System-generated identifier for the inclusion
data record (IDR). This number remains unchanged throughout the lifetime of the grant.

The words (Last Budget Period) appear after the IDR number to indicate that the IDR is a
Last Budget Period type IDR.

The word (Final) appears after the IDR number to indicate that the IDR is a final type IDR.
Currently, this concept only exists for intramural projects.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be
blank if an IDR IC ID number was not assigned.

Last Updated Date
The date that this version of the IDR was created.
Study Title

Displays the study title associated with the IDR. Some study titles do not fit in the default
row size. For these titles, select the more... link to display the entire title.

Actions
Displays the available actions for the specific record.

o View: Links to the Inclusion Data Record (IDR) Details screen. Refer to the topic
titled Inclusion Data Record (IDR) Details on Page 66 for information on this screen.

o Show Prior Versions: Expands the screen to show prior versions of the IDR, where
applicable.

« Hide Prior Versions: Collapses the screen to hide prior versions of the IDR, where
applicable.

8.2 Inclusion Data Records via Grant Folder (Multi-Project Awards)

The Inclusion Data Record(s) screen is accessed via the Grant Folder and provides a list of all
IDRs for the parent application and all subprojects, along with links for accessing the IDR details
of those records. Where applicable, the screen also allows viewing of prior versions of the IDR(s).
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The parent record always displays at the top of the list with all parent IDRs grouped beneath it.
Subprojects follow the parent record, along with their own IDRs.

Inclusion Data Records (IDRs) @

Grant #: EPS0MH123456-07
Pl Name: A N WH
Project Title: The Age of Anaety Disorders

Appl.Status: Pending Council Review

| R | IDR IC 1D | Last Updated Date | Study Title Actions |

5PS0MH123456-07

54720 04-130 11/0472009 An Open Phase | Study of Anssety Disorders and th{__marg) View
(Current)

84724 04316 1110472009 Phase | Clinical Trial of Anxiety View
(Current)

84724 04.257 1110472009 Phase Il Trial of Patients with Multiple Symptoms{__more) View
{Currant)

54725 05.023 1110472009 Ancther Great Study on Anxety (__more) View
{Current)

54726 919.04 1110472009 Araety Tnggers in Technical Waters with Tight Deadlines View
{Current)

SPS0MH123456-07/01 Proj 1

127315 06-150 1110472009 Project 1 Study 1 View
(Current)

127318 06-147 1110472003 Project 1 Study 2 View
{Current)

5PS0MH123456-07/02 Proj 2
| 127311 | 06096 1110472009 Project 2 Study 2 View

{Current)
5PS0MH123456-07/03 Proj 3
No Inclusion Data Records

SPS0MH123456-07/04 Proj 4

No Inclusion Data Records

Figure 62: Inclusion Data Record for Parent Project (and Subprojects) via Grant Folder
Header information includes the following:

o Grant#
o PI Name
e Project Title
o Application Status
The Hit list portion of the screen contains the following information:
Grant #
Displays the grant number of the parent record, with subprojects following below.

IDR #

The IDR# is the unique Inclusion Management System-generated identifier for the inclusion

Viewing IDRs via the Grant 95 July 17, 2015



IMS User Guide for Internal Agency Staff

data record (IDR). This number remains unchanged throughout the lifetime of the grant.

The words (Last Budget Period) appear after the IDR number wherever displayed to
indicate that the IDR is a Last Budget Period type IDR.

The word (Final) appears after the IDR number to indicate that the IDR is a final type IDR.
Currently, this concept only exists for intramural projects.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be
blank if an IDR IC ID number was not assigned.

Last Updated Date
The date that this version of the IDR was created.
Study Title

Displays the study title associated with the IDR. Some study titles do not fit in the default
row size. For these titles, select the more... link to display the entire title.

Actions
Displays the available actions for the specific record.

o View: Links to the Inclusion Data Record (IDR) Details screen. Refer to the topic
titled Inclusion Data Record (IDR) Details on Page 66 for information on this screen.

o Show Prior Versions: Expands the screen to show prior versions of the IDR, where
applicable.

« Hide Prior Versions: Collapses the screen to hide prior versions of the IDR, where

applicable.

8.3 Inclusion Data Records via Grant Folder (Multi-Year Funded
Awards)

The Inclusion Data Record(s) screen is accessed via the Grant Folder and provides a list of all
IDRs for the multi-year funded award, along with links for accessing the IDR details of those
records. Where applicable, the screen also allows viewing of prior versions of the IDR(s).

IDRs are grouped together by fiscal year, with the most recent fiscal year displayed at the top of
the screen.
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Inclusion Data Records (IDRs) @
Grant & AROHLA23456-01
Pl Hame: Poe_Edgar Allan
Project Title: The Tell4ale Hean Disease
Appl.Status: Awarded. Mon-fellowships only
| IDR# IDR IC 1D | Last Updated Date | Study Title Actions
2015
1026zz2 09232014 Tell-Tale Heart Disease: Study Number Threa Wigw
(Current)
1010477 0922014 Tell-Tale Heart Disease: Study Number Two WView
(Current)
1010414 0311212014 Tell-Tale Heart Disease: Study Number One Wigw
(Current)
2014
1010477 09224 Tell-Tale Heart Disease: Study Number Two Wiaw
(Current)
1010414 09122014 Tell-Tale Heart Disease: Study Number One View
(Current)

Figure 63: Inclusion Data Record for Multi-Year Funded Award via Grant Folder
Header information includes the following:

e Grant#

o PI Name

e Project Title

o Application Status

The Hit list portion of the screen contains the following information:

FY

Displays the fiscal years associated with the grant, with the latest year at the top. IMS groups
IDRs by fiscal year and displays the FY header for each group.

IDR #

The IDR# is the unique Inclusion Management System-generated identifier for the inclusion
data record (IDR). This number remains unchanged throughout the lifetime of the grant.

The words (Last Budget Period) appear after the IDR number to indicate that the IDR is a
Last Budget Period type IDR.

The word (Final) appears after the IDR number to indicate that the IDR is a final type IDR.
Currently, this concept only exists for intramural projects.

IDRICID

The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could be

Viewing IDRs via the Grant 97 July 17, 2015



IMS User Guide for Internal Agency Staff

blank if an IDR IC ID number was not assigned.
Last Updated Date
The date that this version of the IDR was created.

Study Title

Displays the study title associated with the IDR. Some study titles do not fit in the default
row size. For these titles, select the more... link to display the entire title.

Actions
Displays the available actions for the specific record.

o View: Links to the Inclusion Data Record (IDR) Details screen. Refer to the topic
titled Inclusion Data Record (IDR) Details on Page 66 for information on this screen.
o Show Prior Versions: Expands the screen to show prior versions of the IDR, where

applicable.

« Hide Prior Versions: Collapses the screen to hide prior versions of the IDR, where
applicable.
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9 Contracts

Contracts data entry is handled by Agency staff through manual entry or web service upload. If an
IDR is created by staff in IMS, it can be edited in IMS, and it will be rolled forward. If an IDR is
created via web service, it can be edited only via WS and not rolled forward. Investigators and
contractors do not currently create records or enter data into IMS.

Agency staff responsible for managing inclusion enrollment data for contracts uses the same
screens and features used for grants when entering data directly into IMS, although some
differences exist for contracts. For steps on viewing and updating inclusion enrollment data for
contracts, refer to the specific topic (e.g., Search Parameters, Manage IDRs, etc.). Information
relevant only to contracts or only to grants is indicated in each topic where applicable.

A key difference between contracts and grants is the process of locking IDRs for editing. Whereas
inclusion data are locked in a grant when the award is issued in a given FY, contracts follow a
process of locking the data at a certain point in time. This process is called freezing in IMS and can
only be performed by certain OER staff. Frozen contract inclusion data has a status of Data
Locked for Reporting and can be viewed but not edited. Generally, this administrative action to
lock the data will occur just after the close of the FY. IC IOPW members will be notified of a
deadline to confirm all data are entered into IMS for contracts and when the data will be frozen for
that FY.

Where contracts are concerned, two types of projects exist: the contract parent and the contract
project. Contract parents and projects share the same contract document number within the same
FY. If a contract number ends in zero (e.g., NO1IDE32636-0-0-0) it is a contract parent. If the
contract number ends with any number other than zero (e.g., NO1DE32636-0-0-1) it is a contract
project.

Contract parents and projects share the same contract document number within the same FY'.
When searching for contracts using the Contract Document Number field on the Search
Parameters screen, IMS will display contract parent and contract project records for the same FY'.
Refer to the example below.
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[*] Search Parameters @

Expand All | Hide Subprojects | Show Only Queried IDRs 12 iterns found, displaying all items
Any IDR in Inclusion
Flag * Projectf Recei Agency EY : Plhame * HS : Monitoring ¢ | PCC ¢ PO Name
2 Required?
1 Q71-0- No 2014 |VALJEAN, JEAN 30 No-CTP HUGO, VICTOR
D IDRs Exist: N
Manage IDRs | GUM Project Title: This Project Title Represents an Example of a Contract Parent Title Displayed in IMS System More

No Inclusion Data Records

12340 12000071-0-12300005-1 ™ | 2014 |vanean sean | | Yes
D IDRs Exist. ¥ -
Manage IDRs | GLIM Project Title: This Project Title Represents an Example of a Contract PROJECT Title Displayed in IMS Syste __Mare
Planned Data Actual Data
Flag| IDR# IDRICID |IDR Status Last Upd Date/ID Last Upd Date/ID
104 Accepted by Agency 03/26/2015 / GRINGOIRE  PIERRE
Study Title: Sample Study Title 1
J— Accepted by Agency [03/26/2015 / VALIEAN . JEAN [0ar2672015 / VALJEAN JEAN
Study Tite: Sample Study Title 2
i Accepted by Agency 032672015 / VALJEAN JEAN
1045393 | Foreign IDR
9 Study Title: Sample Study Tils 3
1234012000071.0-12300004-0 Mo [ 2014 JwaLsean jean BE Ne-CTP | |Huso. vicTor
E] IDRs Exist: N
Manage IDRs | GUM Project Title: Anather Sample Contract Parent
1234012000071-0-12300004-1 Mo [ 2014 Jwanean sean [ [ vesPor ] [
E IDRs Exist: N - -
Manage IDRs | GUM Project Title: Another Sample Centract Project

Figure 64: Sample Search Results for Contracts (Parent and Project)

In general, inclusion enrollment is monitored on the contract project level if the Human Subject
code for this project is set to Yes. Inclusion enrollment is typically not monitored on the contract
parent level. IMS automatically sets the inclusion monitoring code to No-CTP for the contract
parent record. If monitoring must take place on the contract parent, NIH staff can work with their
IC IOPW members to update the contract parent with the appropriate monitoring code.

Contract IDRs are rolled into the current year of the contract when the contract record is created.

9.1 Contract Details

Contract numbers displayed as links in IMS lead to the Contract Details for that specific contract.
Contract Details includes the following read-only details:

o Contract Document Number

o Project #

 Fiscal Year

o PI Name (displayed as a link to the PI Details)
o Project Title

e Org Name

» Contracting Officer

« FOA

e PO Name

Contracts 100 July 17, 2015


http://nih-extramural-intranet.od.nih.gov/d/nih/committees/iopw/iopw.htm
http://nih-extramural-intranet.od.nih.gov/d/nih/committees/iopw/iopw.htm
http://nih-extramural-intranet.od.nih.gov/d/nih/committees/iopw/iopw.htm

IMS User Guide for Internal Agency Staff

Contract Information

Contract Document Number: NO1CAD12345

Project#: NO1CAD12345-0-0-0
Fiscal Year: 2002
PI Name: PIRRIF, PHILIP
Project Title: GREAT EXPECTATIONS IN SCIEMCE AND MEDICINE
DRUG [-261025119
Org Name: CHARLES DICKENS UNIVERSITY
Contracting Officer: ABEL MAGWITCH
FIOA: PA-00-000
PO Name: MISS HAVISHAM
Close

Figure 65: Contract Details Pop-up
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10 Intramurals

Intramural inclusion data entry is handled by Agency staff through manual entry into an intramural
data system. Data from that system will then be uploaded via web service into IMS at least
annually. Investigators and contractors do not currently create records or enter data into IMS.

There are some additional pieces of information used for parsing intramural project inclusion data
that are described elsewhere in this document. For steps on viewing inclusion enrollment data for
intramural projects, refer to the specific topic (e.g., Search Parameters, Manage IDRs, etc.).
Intramural projects more closely resemble grants, in terms of how they are displayed in IMS.
Certain IMS features and functionality, such as the Grant Update Module, may not be functional
given how information for intramural projects is received into IMS. Last Budget Period
functionality is not applicable.

A key difference between intramural projects and grants is the process of locking IDRs for
reporting. Whereas inclusion data are locked in a grant when the award is issued in a given FY,
intramural records follow a process of locking the data at a certain point in time like contracts. This
process is called freezing in IMS and can only be performed by certain OER staff. Frozen
intramural inclusion data has a status of Data Locked for Reporting and can be viewed but not
edited directly in IMS or by upload via web service. Generally, this administrative action to lock
the data will occur just after the close of the FY. Intramural IOPW members will be notified of a
deadline to confirm all intramural data are entered into IMS and when the data will be frozen for
that FY.

When searching for intramural, the specific Z number field on the Search Parameters screen may
be used much like for grants. Alternatively, there is a filter box on the Search Parameters screen
that permits filter to only intramural projects, if desired.

(-] Search Parameters @

[-] Basic search

Tyok Actity c Serisd ¥ - St
Grant # C 1 L |zo1 L |ca X 173456 14 )
Lasi Erst

Pl Mame

p"-‘]'-'zl FY \ Cauncil Reund
g, 2002 204 ¥ AT

Project Status A

Project Class Grantf ¥ Intramurals Contracts

£ B

'."']Advanr.ed Search

Figure 66: Intramurals Filter Box on Search Parameters
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Appendix A: Glossary of Related Terms

The following terms are found in this user guide or are related to the content therein.

A

Agency
The organization responsible for administering a grant via eRA modules. Agency may
refer to NIH or one of the partnering HHS Operating Divisions (see OpDiv).

Appl ID
The unique, system identifier number assigned to an application.

E

eRA
Electronic Research Administration. The NIH's infrastructure for conducting interactive
electronic transactions for the receipt, review, monitoring, and administration of NIH grant
awards to biomedical and behavioral investigators worldwide. May also refer to the group
responsible for this infrastructure.

Error

A message displayed by the system to show that action must be taken before further
processing can continue. An error represents a 'hard stop' in the system.

Existing Data Set (or Resource)
An existing dataset may be constructed of different types of data including but not limited
to survey data, demographic information, health information, genomic information, etc.
Also included would be data to be derived from existing samples of cells, tissues, or other
types of materials that may have been previously collected for a different purpose or
research question but will now be used to answer a new research question. In general,
these will be studies meeting the NIH definition for clinical research with a prospective
plan to analyze existing data and/or derive data from an existing resource and where no
ongoing or future contact with participants is anticipated.

F

FOA
A publicly available document by which a Federal Agency makes known its intentions to
award discretionary grants or cooperative agreements, usually as a result of competition for
funds. Funding opportunity announcements may be known as program announcements,
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requests for applications, notices of funding availability, solicitations, or other names
depending on the Agency and type of program.

Foreign/Domestic Indicator
Indicates whether the IDR involves participants from a non-US site (i.e., foreign) or a
US site (i.e., domestic). It is a required attribute for an IDR.

FY

Fiscal Year

G

Grant Folder
The official repository of grant-related documents and reports, which includes Summary
Statements, Notice of Award (NoA), electronic Streamlined Non-Competing Award
Process (eSNAP) Reports, and other grant-related information.

GUM
Grants Update Module

H

HS
Also Human Subjects Code. Code that reflects the status of human subjects inclusion
catetegories on summary statements of grant applications and on the grants management
and program officer worksheets.

Human Subject
A living individual about whom an investigator (whether professional or student)
conducting research obtains data through intervention or interaction with the individual or
obtains identifiable private information. Regulations governing the use of human subjects
in research extend to use of human organs, tissues, and body fluids from identifiable
individuals as human subjects and to graphic, written, or recorded information derived
from such individuals.

IC
Institute/Center. The NIH organizational component responsible for a particular grant
program or set of activities.
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IDR

Inclusion Data Record

IDR #
Also, IDR number. The IDR# is the unique Inclusion Management System-generated
identifier for the inclusion data record (IDR). This number remains unchanged throughout
the lifetime of the grant.

IDRICID
The IDR IC ID is an identification number entered by Agency staff as one of the optional
IDR attributes. This value is not the same as the system-generated IDR #. This field could
be blank if an IDR IC ID number was not assigned.

IMS

Inclusion Management System

I0PW
The Inclusion Operating Procedures Workgroup (IOPW) is a trans-NIH group of staff
members involved in managing policies and procedures for inclusion monitoring at the
ICs. These individuals are the primary points of contact at each IC. The roster can be
obtained at the following site: http://nih-extramural-
intranet.od.nih.gov/d/nih/committees/iopw/iopw.htm. <<MEREDITH: I cannot format text
in the Flare glossary feature, this includes creating hyperlinks. Sorry.>>

L

Last Budget Period IDR
IDRs created by the Grantee for reporting changes in enrollment data or newly started
studies for the research performed during the period of time between award of the last
support year and the end of the project period. There are two types of Last Budget Period
IDR: 1) those associated with a regular IDR and reflect updated enrollment and 2) those
newly created that are not associated with a regular IDR.

N

NCT No.

Also, National Clinical Trial number. This unique number is also referred to as the
ClinicalTrials.gov registry number. The format for the number is NCT followed by an 8-
digit number (e.g., NCT12345678).
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NIH
National Institutes of Health. A Federal agency whose mission is to improve the health of
the people of the United States. NIH is a part of the Public Health Service, which is part of
the U.S. Department of Health and Human Services.

No Planned Enrollment Reason
Indication why there is no planned enrollment data for the Inclusion Data Record (i.e.,
planned enrollment counts are equal to zero).

0]

OpDiv
Operating Division. A HHS Operating Division is an agency that provides services to
carry out the HHS mission. NIH's electronic Research Administration (eRA) currently
partners with the Agency for Healthcare Research and Quality (AHRQ), the Centers for
Disease Control and Prevention (CDC), the Food and Drug A dministration (FDA), the
Substance Abuse & Mental Health Services Administration (SAMHSA), and the
Department of Veterans Affairs (VA) to provide electronic grants management processing.

P

PCC
Program Class Code. The internal code, unique to each IC, indicating that IC's scientific
interest. It is used to identify internal programs, branch classifications, the science or
disease area, and sometimes program officials.

PHS

Public Health Service. Umbrella organization in the U.S. Federal Government consisting
of eight HHS health Agencies, the Office of Public Health and Science, and the
Commissioned Corps (a uniformed service of more than 6,000 health professionals). The
NIH is the largest Agency within the PHS.

PO (PO name)
Program Official. The NIH official responsible for the programmatic, scientific, and/or
technical aspects of a grant.

S

SMS

Subproject Management System
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U

User Role
(sometimes, Role). A specific set of permissions assigned to a system user to set the
limitations of that user's available system functions and features.

W

Warning
An informational message displayed by the system to show that an item or issue should be
reviewed and verified before continuing the process. An warning is informational only and
does not represent a 'hard stop' in the system.
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