s, T

m MNational Institutes of Health ™
Oiffice off Extramural Hessarch

) A Electronic Research Administration
A program of the National Institutes of Health

ASSIST (Application Submission
System & Interface for Submission

Tracking) User Guide

January 12, 2021



ASSIST User Guide

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: eRACommunications@mail.nih.gov.

Troubleshooting support:

Please contact the eRA Service Desk:

Toll-free: 1-866-504-9552

Phone: 301-402-7469

TTY: 301-451-5939

Web:https://grants.nih.gov/support (Preferred method of contact)

Email:helpdesk@od.nih.gov (for IMPAC Il 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 ASSIST

The Application Submission System & Interface for Submission Tracking (ASSIST)is a
web-based system used to prepare applications using the SF424 Research & Related
form set and to submit electronically through Grants.gov to NIH and other participating
agencies.

ASSIST allows participants to do the following:

« Leverage current eRA Commons credentials to access ASSIST

« Delegate application preparation responsibilities to multiple users within and
outside the applicant organization while maintaining appropriate access control
and security

« Populate data from established eRA Commons profiles

« Run validations on federal-wide and agency business rules prior to submission

« Generate Table of Contents, headers, footers, page numbers, etc. automatically

« Print/Preview applications prior to submission in the format used by the agency

« Presentto reviewers clear, color PDF images rather than scanned versions of the
application

« Avoid the hassle of preparing and shipping multiple paper copies

ASSIST can support both single-project and multi-project (also known as multi-
component or complex) applications with features presented differently depending on
the type of application, as determined by the entered Funding Opportunity
Announcement (FOA).

1.1 Application Format
All electronic single-project applications prepared in ASSIST will include:

« All required forms necessary for the application package
« All optional forms available for the application package

All electronic multi-project applications prepared in ASSIST will include:

« A single Overall Component: The Overall component describes the entire
application and how each of the additional components fit together.

o Other Components: Some number of other component types (e.g., Admin Core,
Project, Core) with predefined data collection requirements set by the agency
when posting the opportunity in Grants.gov
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o Summaries: Information compiled from the data provided in the individual
components (e.g., component and categorical roll-ups of budget data).

Refer to the help topic titled Search for an Application for information on searching for
applications.

Refer to the help topic titled Initiate an Application for information on initiating an
application.

NOTE: Some screens may not display correctly in the Internet Explorer browser with
Compatibility Mode turned on. To ensure that the screens are correctly displayed, turn off
Compatibility Mode or use a different browser.
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2 Latest Updates

August ?

added new topic Degree Type to provide context sensitive help for a field on Key Person
tab of Assist.

July 25, 2020

The use of ASSIST for the submission of administrative supplements has been
expanded and streamlined to support easier initiation and submission of administrative
supplements. See Initiate an Administrative Supplement Application.

April, 2020
ASSIST now supports the initiation and submission of Administrative Supplements.

March 31, 2020

Updates for Forms-F specifically for, Human Subjects & Clinical Trials Information
Form; PHS398 Cover Page Supplement; Career Development Award Supplement; PHS

Fellowship Supplement; PHS Assignment Request Form; and SBIR/STTR Information
November 25, 2019

ASSIST now permits NIH applicants/awardees to Upload Human Subjects Data Directly
to ClinicalTrials.gov. This new method allows data to be uploaded to ClinicalTrials.gov
directly inside ASSIST in one step. Itis simpler than the alternative, which requires
exporting the data in ASSIST to an XML file, then logging into ClinicalTrials.gov to
upload the contents of the XLM file.

February 27, 2019
Uploading Study Information from ASSIST into ClinicalTrials.gov

To reduce the burden on applicants who have to upload clinical study information to
ClinicalTrials.gov as part of registering their clinical trials on CT.gov, ASSIST users can
export clinical trial information from the HSCT Information form in ASSIST to CT.gov

January 28, 2019

The Editing Inclusion Counts section of the Inclusion Enroliment Report topic has been
updated.

September 12, 2018

ASSIST will now honor delegations made in Commons so that a user who has been
delegated the authority, by virtue of these delegations, can perform post award updates
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to Human Subjects information in ASSIST. These delegated users will need to be
granted access within ASSIST to perform post submission actions on behalf of the
delegator.

« Type of Delegations supported:

o Pl Delegation

o Submit Delegation

o Support AO: An AO can work on the progress report, and therefore should be
able to work and edit an HSS request. However, the AO cannot submit a
progress report and should not be allowed to submit an HSS requestin
ASSIST. The privileges for AO in ASSIST with regards to HSS requests will
be the same as the PL.

December 12, 2017

« PD/PIs will now have access to Amendment and Continuation applications that
they did not initiate when the status is WIP (Work in Progress).

« Applicants may now use an Ildentifier field and a Populate button to import data
from ClinicalTrials.gov registration.

« For SAMHSA type 5 applications, the Primary Project Performance Site will be
pre-populated from the parent application.

« A Competition ID will be added to the Copy Application screen above the
Competition Title.

October 12, 2017

Changes for Forms E to support Clinical Trials Initiative — ASSIST has been revamped
to accommodate the new integration of PHS Human Subjects and Clinical Trials
information and related changes for FORMS-E. Starting in late October, OER will start
adding the FORMS-E application packages to existing Funding Opportunity
Announcements (FOAs) with due dates on or after January 25, 2018.

March 29, 2017

The Non-Research SF-424 application form has been updated to a new user platform
(Spring MVC) to enable a more modern, secure, and flexible environment. Functionality
and appearance remain largely the same.

The following have also been updated to the Spring MVC platform:

« ASSIST Welcome Page
o ASSIST search screens
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o SF-424B

o SF-424D

« HHS Checklist

« HHS Project Abstract Summary

o SBIR-STTR Information

o PHS Fellowship Supplemental

o PHS398 Cover Page Supplement

o PHS398 Career Dev Award Supplemental
« PHS398 Research Training Program Plan

The Copy Application screen will now provide the FOA # of the application to be copied
to avoid the need to refer back to the original application.

Audit validations for null text have been updated to avoid unnecessary audit failures.
Hyperlinks updated to reflect Secure HTTP ("https:" vs "http:").
January 19, 2017

SAMHSA grantees will now use ASSIST for non-competing continuation applications
(non-research only). They will initiate the application in eRA Commons and prepare and
submititin ASSIST. Grantees will be able to track the application in eRA Commons
through Status; they will also be able to manage their entire non-competing continuation
process for their grant using a new Manage Continuations sub-tab in eRA Commons.
Requisite changes will also be made to the Grant Folder.

October 24, 2016

SAMHSA Applicants/Grantees Can Now Submit New Applications and Post-Award
Amendments Electronically Using eRA Commons & ASSIST

Submit new applications using ASSIST

You can now prepare your new grant application in ASSIST and submitit via
Grants.gov to SAMHSA for funding consideration.

o ASSIST will provide all required and optional forms for the Funding
Opportunity Announcement you are applying for (using ASSIST is an
alternative to using downloadable forms).

« Loginto ASSIST and initiate your application. You can provide access to the
application to individuals on your team.
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« Once you fill out the application, you can use the Validate Application action
to run the application against SAMHSA's business rules (validations) and
see any errors or warnings.

« Once the application is ready for submission, use the Submit button to submit
to SAMHSA via Grants.gov.

Once submitted to Grants.gov, you can track the application submission status in
Grants.gov and eRA Commons. You are responsible for tracking your application
through Grants.gov to a visible application image in eRA Commons. You must
address any errors identified in Grants.gov and eRA Commons before the
submission deadline.

Detailed steps and screenshots are available in the ASSIST online help (see
general help as well as the section on Non-Research Forms)

Submit post-award amendments: Initiate in eRA Commons, Submit through
ASSIST

Whether it is a revision to the budget, a carryover request, a change in scope, key
personnel, a merger or transfer, a no-cost extension or an organization change,
you will be able to fill out and submit these post-amendment applications
electronically.

In eRA Commons:

« A new Non-Research tab has been added to the top navigation in eRA
Commons

« Clicking that tab and then the Manage Post Award Amendments tab will
open up a screen that will allow you to search for a list of grants eligible for
amendments and then initiate a post-amendment application request.

In ASSIST

« Once an amendment request has been initiated in eRA Commons, the
system will open ASSIST and the required amendment-specific forms and
prepopulate select data fields. You may have to add additional forms
manually, as specified by the Funding Opportunity Announcement.

« Upon completion of data entry, ASSIST will run the application through the
validations and display any errors or warnings. Once those are corrected, the
application can be submitted to Grants.gov.
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Back in eRA Commons:

« Grantees can view the status of the submitted application on the Manage
Post Award Amendments: View screen in eRA Commons.

« After the post-amendment application is submitted and retrieved by agency,
SAMSHA may place a Request for Additional Materials (RAM) after the post-
amendment application is submitted. In this case, an ‘Edit RAM’ option will
be displayed in the Action column of the Manage Post Award Amendments:
View screen.

The grantee can fill out the fields on the Post-Award Amendment Application:
Request for Additional Materials screen and submit the RAM to SAMSHA.

October 20, 2016

« Added Non-Research Amendments section as well as Non-Research Forms list.
This is initially for SAMHSA use but will be expanded later.
o Non-Research Amendments

o Non-Research Forms

April 15, 2016

« Updated to Forms-D — incorporated changes to PHS Forms included in Forms-D
application packages (for due dates on or after May 25, 2016).The following topics
have been updated:

o PHS 398 Cover Page Supplement
o PHS 398 Research Plan
o PHS 398 Career Development Award Supplemental Form

o PHS 398 Research Training Program Plan

o PHS 398 Training Budget

o PHS 398 Training Subaward Budget Attachment(s) Form
o PHS 398 Modular Budget

o PHS Fellowship Supplemental

« Introduced the PHS Inclusion Enroliment form (the new form that combines
Planned Enrollment Report and Cumulative Inclusion Enrollmentinto a single
form).

o See topic PHS Inclusion Enrollment
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« Introduced the Assignment Request form, used for capturing assignment
requests
o See topic PHS Assignment Request
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3 Using ASSIST

To navigate through the application in ASSIST, select any of the buttons in the Actions
section, the links in the Component Type section of the left-side navigation area (for
multi-project applications only), or other links located on the ASSIST pages.

Component Tvpe

3.1 Actions

The Actions section of the left-side navigation provides buttons for accessing the
features available for the application (or multi-project component) currently displayed on
the page. Some of these buttons remain on the screen at all times. Other buttons are
removed or added to this area depending on what is being viewed at the time. For
example, for multi-project applications, the available buttons featured in Actions when
the Application Information page is displayed differ from those featured when the Core
Information page is displayed, because the actions taken against an entire application
differ from those taken against an individual component (e.g., Update Submission
Status vs. Update Component Status). The available Actions buttons also may
change depending on the status of an application or component.
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3.2 Component Type

The Component Type section of the left-side navigation appears only for multi-project
applications and lists the different component types included in the application.
Components of the same type are grouped together and displayed under that specific
component type heading (e.g., if three different Project components were initiated, all
three are listed under the Project heading). To view all the components of a certain
component type, click the component type heading, which is displayed next to a plus
sign (+). To hide the components, select the component type heading when the minus
sign (-) is displayed.

The components are listed with numeric identifiers, not the actual component title
names; however optional component short names (when added to a component) display
beneath the numeric identifier and can aid in keeping track of the different components.

Component Type

+ Cwverall

3.3 Breadcrumbs

The breadcrumb links at the top of the ASSIST page may be used to navigate back and
forth through pages already visited. The breadcrumbs display a trail indicating how the
current page was accessed. To view any of the prior pages, select the page name link
within the breadcrumbs.

Home *» Search for Applications » Application Search Results » Application Information * Component Information

3.4 Component Form Tabs

A component is a named, agency-defined collection of data elements that may be
repeated within an application. When the Component Information is accessed for an
Overall or individual component, the included forms for that component are listed across
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the page in tabs. Each tab displays the name of the particular form it represents. To
navigate among the forms, select the form tab.

Sl ReR Cover || Cover Page Other Sites Srikey Research | Cumulative| Planned
Supplement| Project Person Plan Inclusion | Enrollment
Information Profile Report Report

NOTE: The image above is a sample of component form tabs and does not reflect the
forms available for every application.

3.5 Navigational Links

Across the top of every ASSIST page, next to the Logout link, are the links for accessing
the ASSIST Home page (Home), for contacting system support (Contact Us), and for
accessing eRA Service Desk support information (Help Desk). Select the appropriate
link to access this information.

ASSIST

Sponsored by the National nstitutes of Health

3.6 Online Help

Various sources of help exist for the ASSIST. The Welcome page Resources section
contains links for the Application Guide and the ASSIST User Guide. In addition, the
Need Help? icon launches the ASSIST online help feature in a separate browser
window.
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Welcome to the Application Submission System —r’_
& Interface for Submission Tracking (ASSIST) @) eed Help?

BEesources

2| INTIATE APPLICATION

___

& HIH Guide for Grants & Contracis

Grants.gov's Find Grant Opportunities

E SEARCH FOR APPLICATION

Search Applications

The online help feature is also available for specific topics by selecting the ? icon from
the various pages in ASSIST. Selecting the icon from a specific page (rather than from
the Welcome page) opens the online help for that specific topic.

Application Information @ 4—

—

L Application Information

44

Crime & Punishment and the Effects on Mental
Health

No matter how online help is accessed, all topics covered in the online help are
accessible via the Contents list on the left side of the online help window.
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A program of the National Institutes of Hoalth

4ApY. W Electronic Research Administration m.‘u'»cni insttutes of Health _’-

You are here: Using ASSIST

If you are having trouble viewing any of the information contasned i this help topic, it can also be found in the Agplication Submission
System & Interface for Submission Tracking (ASSIST) User Guide located online at hittp://era nih.gov/files/ASSIST yser guide.pdf. Refer to
the User Guide's Table of Contents for your specific topic.

Using ASSIST

To navigate through the application in ASSIST, select any of the buttons in the Actions section, the links in the
Select Component Type section of the left-side navigation area, or other inks located on the ASSIST pages.

Many help topics include figures or additional steps for those who need it. This
information is hidden by default with togglers. Click the arrow icons or orange text when
available to expand specific hidden text or figures; click again to hide it.

To add access for a new user:

1. @ Select Manage Access from the Actions panel on the left side of the page
A !:-:.-a \
( MARRLE ALCESS :) '
WD STATLE HERORY Samples of expanded and collapsed help details.
ADG OVERALL COMPONENT /
LPDATE SUBMIETION STATLS
El The User Access Summary page displays.

The Expand All/Collapse All button located above the breadcrumbs at the top of each
help screen expands (or collapses) all hidden text and images within the current topic.

CENAI"

You are here: Manage Access > Add Access for a New User

NOTE: Some screens may not display correctly in the Internet Explorer browser with
Compatibility Mode turned on. To ensure that the screens are correctly displayed, turn off
Compatibility Mode or use a different browser.
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3.7 Logging into the Application

ASSIST uses the same user authorization service as eRA Commons. All ASSIST users
must use their existing eRA Commons IDs or work through their organization to obtain
them. Anyone with a Commons ID can access ASSIST and initiate an application.

m You can access ASSIST from eRA Commons or by going directly to the ASSIST
login page.
« From eRA Commons, select the ASSIST link on the menu bar.

i) A Commons
A program of the National Institutes of Health

Home Admin Institution Profile Personal Profile Status RPPR Admin Supp eRA Partners [AssisT |

m For this option, log in to eRA Commons first and then click on the
ASSIST tab.

« Login directly using the URL; https://public.era.nih.gov/assist/. This page
provides three login options.
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angJ‘_n with eRA Credentials

Username:

Password: o

- - 1 -

(For External Users Only)
Forgot Password /Unlock Account?

®

-
Login with Federated Account

St

rLl:lg]‘_n with Login.gov §

[0 LOGIN.GOV

I. Login with eRA Credentials
« Inthe Username field, type a valid eRA Commons username and
press Tab to move to the Password field.

« Type the eRA Commons password and click the Login button.

Il. Login with Federated Account
« Select the appropriate organization from the
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Select.. ¥ | | Signin

Acme University

Aeon University

Alpha University

Baklava University

Beantown Institute of Technology
Bodacious State University
Castle Rock College
Coruscant Space Academy
Damascus Road Eye Institute
Dragonville Medical Center
Eighty-Four University

Eureka Discovery Institute
Fifty-5ix University of Arkansas
Friendsville University
Geneva-on-the-Lake Academy

o Click the Sign In button

Federated Institutions/Organizations 7

| Acme University d

| Sign in |

Using ASSIST
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« Your organization's sign in page displays.

A 1 Identity Provider
e
Login to NIH Dev SP

NetlD

» Forgot your MetlD Password?

y Meed Help?
Password

[ Don't Remember Login

123 Main 5t Somewhere, MD 20852
1-800-123-555-0000

« Enter your credential information (e.g., username and password)
as appropriate to your organization.

This information - and screen - is managed by your own
organization and not by eRA Commons. If you do not know your
credentials at your institution or you are having trouble with your
institution's log in screen, you will need to contact your institution.
eRA cannot help you with this screen.
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Validations will occur with your organization to authenticate your
credentials. Any failure to authenticate your organization
credentials must be addressed with your organization.

If Commons determines that your organization credentials are
associated with your Commons ID, you will be successfully
logged into Commons and can start using the system. If your
accounts are not linked, you will be prompted to do so.

lll. Accessing ASSIST with login.gov (two-factor authentication)

For screenshots and details, see https://login.gov/help/

Steps for the Initial Setup at login.gov

STEP 1 — Click on the login.gov option

a.

When you click on the login.gov option, you will be redirected to
https://login.gov/

Login with Login.gov @

[u LDGIN.GDU]

STEP 2 — Create a login.gov account

© o0 T

Enter email address at login.gov
Receive email verification
Verify email address

Create password

Choose a primary authentication method — for instance, select
phone
1. Enter phone number

2. Enter security code received by text message
3. Setup is confirmed
Set up a secondary authentication method — for instance, an

authenticator app
1. Scan barcode and enter authenticator code

2. Setup is confirmed

Using ASSIST
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g. Your account creation atlogin.gov is confirmed. Click Continue
to return to eRA Commons.

STEP 3 — Associate your login.gov account with your eRA
Commons account (one-time only)

a. The Associate your eRA Account screen is displayed. Enter your
eRA credentials — user name and password — to associate your
login.gov account with your eRA Commons account. You will
only do this once unless you decide to use a different login.gov
account.

b. Please note, your eRA account must be active. If you do not know
your eRA account password or you password is expired, please
complete the Forgot Password/Unlock Account process before
completing this process.
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Associate your eRA Account

Authentication Source: J LOGIN.GOV
Login.gov Primary Email Address: kirk.tiberius@sfa brnr.edu

© INFORMATION!

« In order to access eRA modules using your Login.gov account,
you must first associate the Login.gov account with your eRA
account.This is a one-time process.

« Please enter your eRA Commaons username and password to
complete this process.

« |f you do not remember your eRA account password or your
account is locked, click on the Forgot Password/Unlock Account
link and complete the Reset Password/Unlock Account process.
Once that is complete, you will need to start the login process
over using your Login.gov account.

« [f you do not remember your username or receive an error
message indicating invalid credentials, please contact your
organization's account administrator for assistance.

» Please note, entering an incorrect password for your eRA
account multiple times, can result in your eRA account being
locked.

eRA Credentials

eRA User ID:_

Enter your eRA User ID and Password
then click the Continue button

eRA User Password:

@

Continue

This is a U.S. Government computer system, which may be accessed and used only for
authorized Government business by authorized personnel. Unauthorized access or use of
this computer system may subject violators to... more

YOU ARE DONE
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3.7.1 Troubleshooting Login Problems with login.gov

If you tried to log in using login.gov, and it did not work, please perform the following
before contacting the eRA Service Desk:

1. Clear your browser cache/history and then close and restart your browser.

2. Make sure you are not using a bookmark that points to an older URL address.
Delete your bookmark and go to the main eRA system URL directly. For instance:
a. https://public.era.nih.gov/commons/

b. https://public.era.nih.gov/assist/
c. https://public.era.nih.gov/iar
d. http://m.era.nih.gov/cmb

3. Ifitstill does not work, please contact the eRA Service Desk at
https://grants.nih.gov/support/index.html

NOTE: If this is the first time using your eRA Commons username and password, log
into eRA Commons first before attempting to access ASSIST. You can use the provided
temporary password to log into eRA Commons for the first time. Once logged in, you will
be prompted to change your password.

The system displays the Home page with your login information displayed in the upper
right corner of the page.

eRA Commons allows up to six unsuccessful attempts to log in. After the 6th attempt the
account is locked. You will then be prompted to change your eRA Commons password
to gain access to ASSIST.

3.7.2 Changing Your Password

You can change your password for many reasons including if you've forgotten it, if your
password has expired, if your account has been locked, etc. When changing your
password, remember that all passwords must follow the NIH eRA Password Policy.

3.7.2.1 Forgot Password/Unlock Account

If you have forgotten your password or if your account has been locked, you can submit
a request to reset your password. Submitting this request generates a new, temporary
password, which is sent to the email address contained in your Commons personal
profile. To reset your password:

1. From the ASSIST login page, select the Forgot Password/Unlock Account link.
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The Reset Password screen displays.

2. Enter your User ID (this is the same as your User Name) and Email address into
the displayed fields. Both fields are required.

3. Select the Submit button.

Reset Password @

" Indicates required field

UserID: WShakespeare
maik: " TheBard@email com

[ Contast Us | Privacy Molics | Accessbity | Daclamer |
']
Py Naticnal Irstitutes of Health (NIH) 0 arm d Lbl ® 2013 NIM. Al Rights Resarved.
SEBE 9000 Roonitle Pt f and Human Services Screen Rendered: 03202013 08:00:21 EDT o .
s’ Bashesda, Macland 20892 - Soreen d: AMSO010@ 1049 GRANTS.GOV

Version: 10500 FINDG. APPLY

The system returns to the ASSIST login page. Check the email account associated with
your profile for the new, temporary password. Once received, log into ASSIST again.

4. Use your existing User Name and the temporary password sent to you to log into
ASSIST again.

5. Atthe prompt, enter a new password of your choosing for your account. Continue
to use this password until it expires.

3.7.2.2 Expired eRA Password

If your eRA Commons password has expired you will be prompted to change their eRA
Commons password when attempting to access the ASSIST system. Once the
password is changed you will be able to access ASSIST.
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Access the following link for more information regarding changing your password
https://era.nih.gov/icommons/fag commons.cfm#lll3

3.8 Manage Access

Application access is controlled by assigning appropriate access levels or privileges to
system users. An access level is a group of privileges. Privileges control the extent to
which each person working on an application can view and/or edit application data.

Users from the applicant organization that log in to ASSIST using an eRA Commons ID
with an SO role automatically have the Access Maintainer privilege needed to manage
privileges for other users. Users with the SO role can also assign the Access Maintainer
privilege to other users within their institution.

Application access can be controlled across three variables:

1. Editvs. View

2. Entire application vs. specific component within an application (for multi-project
applications)
3. Budget data vs. Non-Budget data

Itis not necessary for all users who access an application to be affiliated with the
applicant organization, although certain functions are only available to affiliated users.
For example, only users affiliated with the applicant organization hold the Access
Maintainer privilege for an application.

Because all users granted access via this screen have the ability to edit the application,
itis not necessary to route to PD/PI or route to SO. Routing history is not necessary
because you can view status history for the entire application, and you can view access
history for an individual user on the User Access Summary screen.

3.8.1 Privileges Automatically Available in ASSIST Based on
eRA Commons Role

Some privileges are automatically available based on the organization and roles
associated with the eRA Commons ID used to access ASSIST. Since these privileges
cannot be individually granted or revoked with ASSIST, the Manage Access interface
does not display all users that hold these automatic privileges.

Signing Official (SO) at the lead application organization:

« Initiate application

« Assign, modify, or revoke application access for other users

« Delegate ability to assign, modify, or revoke application access for other users
« Edit entire application
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« Submit application (must be SO at lead applicant organization AND have valid
Grants.gov Authorized Organization Representative credentials)

« Update the component status from WIP to Final (without setting it to Complete)

Administrative Official (AO) at the lead applicant organization:

« Initiate application
« Edit entire application
« Update the component status from WIP to Final (without setting it to Complete)

Principal Investigator (PI) identified on an application:

« Edit entire application

« Delegate access to another Pl on their behalf enabling delegated Pl to initiate and
work on HSS request.

3.8.2 Delegations from Commons that are supported within ASSIST:

Delegations from Commons

Commons
Authority

Type

Delegated

By Delegated To Description

SO, AA, AO are giving this authority on
behalf of one Pl to another PI, which
enables this second Pl to initiate and
submit a progress report or initiate and
submit an HSS request for the first PI. This
delegation also gives the delegated Pl the
authority to submit progress reports for the
Pl Institution Note: An AO can work on the
progress report, and therefore should be
able to work and edit an HSS request.
However, the AO cannot submit a progress
report and should not be allowed to submit
an HSS requestin ASSIST. The privileges
for AO in ASSIST with regards to HSS
requests will be the same as the PI.

SO, AA,
Progress | AO (on
Report behalf of
PI)

Any active user

) Enables the authorized user to initiate and
Pl within the

editan RPPR or HSS request

Progress
Report
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Delegations from Commons

Organization
(this includes
the PI, SO, AA
orAO or
anyone else
who has a
commons
account so that
whoever they
delegate to can
initiate and edit
an RPPR or
initiate and edit
an HSS
request on their
behalf.)

Submit

SO, BO

Pl

Enables the Pl to submit (progress report
or HSS Request)

IMPORTANT: In the case of multi-project applications, once the DUNS number is
entered on the SF424 R&R for a component, then similar automatic privileges apply
for that specific component. You cannot revoke the automatic access given to the SOs
of the component through Manage Access. However, when the componentis in any
status other than Work In Progress, the component can only be edited by individuals
that are granted edit access to the entire application (the automatic access provided at
the component level alone is insufficient). This provides the applicant organization
with the ability to limit editing as they are pulling together the application. Access can
be restricted to the component lead through Manage Access at any time and when
the componentis in any status.

See Also

« Add Access for a New User

o Modify User Access for an Application

o Revoke Access to an Application

« Manage Access History

o User Access History
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3.8.3 Add Access for a New User

ASSIST users with the appropriate authority can add access rights to new users. Access
can be assigned for editing the application or for only viewing it. In addition, users can
be restricted from (or allowed to) edit budget information on an application. Users can
also be granted authority to maintain access to other users. The Access Maintainer
needs to know the eRA Commons ID of a user in order to grant them access to the
application.

To add access for a new user for single-project or multi-project applications, follow the
appropriate steps as listed below.

3.8.3.1 Access for Multi-Project Applications

1. Select Manage Access from the Actions panel on the left side of the page.

Actions

C MAMAGE ACCESS )

ADD MEW COMPOMENT

DISPLAY COMPOMNENT STATUS

CHANGE COMPOMENT ORDER

PREVIEW APPLICATION

VALIDATE APPLICATION

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

Using ASSIST 26 January 12,2021



ASSIST User Guide

2. The User Access Summary page displays.

User Access Summary @

Tips:

s ASSIST all

View Access History

Hon-

. Project
User Primary Organization Rale Component ID: Title  Budget Budget
Fl AUSTEN M POfF roieral Mon Han
PIALIST PO/ n
Pl AUSTEN Pre 549-Core: Pride
Le Prej & an
Hu sych
Pl CRANE oject &62-Core: Red Badge
ad f atha

Al

ACCESS
Maint

Stabus
Maint

3. Selectthe Add User button at the bottom of the page.

The Add New User page displays.

4. Enter the eRA Commons ID into the Username field of the User Information

portion of the page.

5. Select the Submit button.

The matching User and Primary Organization information populate on the page.
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Add New User @
USER INFORMATION
IM SITY
Project Hon- Access Status
Role Component ID: Tite Budget Budget All Maintainer Maintainer
; - - ) - l_
- - - r
- 1 - ) - l_
- - - l_

6. Select the appropriate access for the Overall Component and/or additional
components or the Entire Application. Access is assigned by selecting one of the
options - None, Edit, or View - from the Budget, Non-Budget, and All drop-down
lists for the Overall Component, specific component, or Entire Application. If you
are assigning different access levels for Budget and Non-Budget information, use
the individual drop-down lists for Budget and Non-Budget; however, when you
are assigning the same access level for both Budget and Non-Budget data, you
should use the All selection.

7. Optional: Select the checkbox for Access Maintainer if the user is being granted
authority to provide and control access to other users. The following rules govern
the Access Maintainer privileges:

« Only an SO/AOR with the Applicant Lead Organization can grant or revoke
the Entire Application Access Maintainer access level. This can only be
granted to a Pl or ASST associated with the institution of the SO/AOR.
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« Any user holding the Entire Application Access Maintainer access level has
the ability to grant Entire Application Access levels — other than the Entire
Application Access Maintainer level —to any AA, AO, ASST, PI, or SO.

o Only an SO/AOR with the Component Lead Organization can grant or revoke
the Component Access Maintainer level. This can only be granted to a Pl or
ASST associated with the institution of the SO/AOR.

« Any user holding the Component Access Maintainer access level has the
ability to grant any Component Access levels — other than Component
Access Maintainer — to any AA, AO, AST, PI, or SO.

8. Optional: Select the checkbox for Entire Application Status Maintainer if the user

is being granted authority to update the status for the entire application.
« Only an SO or AO from the Applicant Lead Organization can grant or revoke

the Status Maintainer access level.

» By default, the Initiator of the application is given access to this level.

« Status Maintainer level includes the ability to update the status of an
individual component (Complete, Final, Abandoned, WIP) as well as the
status of the entire application (All Components Final, Abandoned, Ready for
Submission).

« The Status Maintainer privilege for an entire application cannot be granted to
an individual who does not hold the entire application Edit privilege as well
(i.e., All column, option Edit). The checkbox for the Status Maintainer
privilege is disabled until the Edit privilege is added for that individual.

9. Select the Save button to save the changes.

After saving the changes, the User Access Summary page displays. The added user
and corresponding access information are included in the displayed table.

ASSIST automatically sends an email notification to the user assigned the access. The
email notification informs the user of the access levels given, to which application or
components of that application the access applies, and the user who granted the access.
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3.8.3.2 Access for Single-Project A

pplications

1. Select Manage Access from the Actions panel on the left side of the page.

Actions 2

C MAMAGE ACCESS )

ADD OPTIONAL FORM

PREVIEW APPLICATION

VALIDATE APPLICATION

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

The User Access Summary page displays.

User Access Summary @

Ti ps:

» Access Summary

User Primary (rganization
ALSTEN UHIVERSITY OF PEMEERLEY

Project Hon-
Bole Budget Budget
Add User

Acces
All Maint

Status
Maint

2. Selectthe Add User button at the bottom of the page.

3. On the displayed Add New User page, enter the eRA Commons ID into the
Username field of the User Information portion of the page.

4. Select the Submit button.
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The matching User and Primary Organization information populate on the page.

Add New User @

v = Add Mew Liser

USER INFORMATION

Project Role Budget

EIMGLEY, CHARLES

UMIVERSITY OF PEMEERLEY

ACCESS Status

Hon-Budget Al Maintainer

r

Main tainer

r

| swe  JRSCRRESON

5. Select the appropriate access for the application. Access is assigned by selecting
one of the options - None, Edit, or View - from the Budget, Non-Budget, and All
drop-down lists. If you are assigning different access levels for Budget and Non-
Budget information, use the individual drop-down lists for Budget and Non-
Budget; however, when you are assigning the same access level for both Budget
and Non-Budget data, you should use the All selection.

Optional: Select the checkbox for Access Maintainer to grant the authority to

provide and control access to other users. The following rules govern the Access

Maintainer privileges:

« Only an SO/AOR with the Applicant Lead Organization can grant or revoke
the Access Maintainer access level. This can only be granted to a Pl or
ASST associated with the institution of the SO/AOR.
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« Any user holding the Access Maintainer access level has the ability to grant
access levels — other than the Access Maintainer level —to any AA, AO,
ASST, PI, or SO.

7. Optional: Select the checkbox for Status Maintainer if the user is being granted
authority to update the status for the entire application.

« Only an SO or AO from the Applicant Lead Organization can grant or revoke
the Status Maintainer access level.

« By default, the Initiator of the application is given access to this level.

« The Status Maintainer privilege for an application cannot be granted to an
individual who does not hold the entire application Edit privilege as well (i.e.,
All column, option Edit). The checkbox for the Status Maintainer privilege is
disabled until the Edit privilege is added for that individual.

8. Select the Save button to save the changes.

After saving the changes, the User Access Summary page displays. The added user
and corresponding access information are included in the displayed table.

3.8.4 Modify User Access for an Application

ASSIST users with the appropriate authority may view and modify the access of other
users. Access can be assigned for editing the application or for only viewing it. In
addition, users can be restricted from (or allowed to) edit budget information on an
application. Users can also be granted authority to maintain access to other users.

To view and modify access for an existing user for single-project or multi-project
applications, follow the appropriate steps as listed below.

3.8.4.1 Modify Privileges for Multi-Project Applications

1. Select the Manage Access button from the Actions panel on the left side of the
page.
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Artions 6

C MAMAGE ACCESS )

ADD MEW COMPOMENT

DISPLAY COMPOMNENT STATUS

CHANGE COMPOMENT ORDER

PREVIEW APPLICATION

VALIDATE APPLICATION

WVIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

The User Access Summary page displays.
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b > Sphrch far Amslepn ¥ Apalient Cadirch R 1 3 Amplienn T8 ikl ¥ Aol Siammary

User Access Summary @

Tips:

i

» view the last one available.

Yiew Access History

User name to add access t user 1 - & of &records, Page 1 of 1
~ . Project, . . Hon- _ Access | Stabus _
User ) Prirn.nrg,r ﬂrpniz.l.ﬁon - Rale : C.-ompunenl: 10 Title - Er.rdiel'._ B-udge-t ) Al T Maint Maint :
Fl AUSTEMN HIVERSITY PO Crerall Component Hane Hana Edit ¥ i
Pl ALISTEN E= PD/PI Entire Application MHone Hone Edit L M
Bl AUSTEN UNINERSITY Project S4%-Core: Pride & Edit Edit Edit M H
Lead Prejudice and the
Human Psyche
Fi CRAMNE UNIVERSITY Project 6&b62-Core: Red Badge Hone Edit Hone H H
Lead of Courage and other
Skin Disorders
Pl POE NIVERSITY :'I:;E\'.t T05-Core: The Tell-Tale View Edit Hore H M
Lead Heart Disease
Fi_ DOYLE ER Project 299-Core: A Study in Wiew Edit Hone H H
Lead Scarlet Fever
Add User

2. The User column displays names as hyperlinks. Select the name of the user
whose access is being modified.

The User Access Detail page displays.
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iy

User Access Detail

User Information

Project Hon ACCESS Status
Rale Componant I Title Budget Budget All Mabntainer  Maintabfer

E1| EX| BN E

m Revoke All Accesses

3. Make the appropriate changes by selecting the access for the Overall application,
entire application, and/or additional components. Access is assigned by selecting
one of the options - None, Edit, or View - from the Budget, Non-Budget, and All
drop-down lists for the Overall Application or specific component.

4. Optional: Select the checkbox for Access Maintainer if you are granting authority
to provide and control access to other users. The following rules govern the
Access Maintainer privileges:

« Only an SO/AOR associated with the Applicant Lead Organization can grant
or revoke the Entire Application Access Maintainer access level. This can
only be granted to a Pl or ASST associated with the institution of the
SO/AOR.
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« Any user holding the Entire Application Access Maintainer access level has
the ability to grant Entire Application Access levels — other than the Entire
Application Access Maintainer level —to any AA, AO, ASST, PI, or SO.

o Only an SO/AOR associated with the Component Lead Organization can
grant or revoke the Component Access Maintainer level. This can only be
granted to a Pl or ASST associated with the institution of the SO/AOR.

« Any user holding the Component Access Maintainer access level has the
ability to grant any Component Access levels — other than Component
Access Maintainer — to any AA, AO, AST, PI, or SO.

5. Optional: Select the checkbox for Entire Application Status Maintainer if the user
is being granted authority to update the status for the entire application.

« Only an SO or AO from the Lead Applicant Organization can grant or revoke
Status Maintainer access level.

» By default, the Initiator of the application is given access to this level.

« Status Maintainer level includes the ability to update the status of an
individual component (Complete, Final, Abandoned, WIP) as well as the
status of the entire application (All Components Final, Abandoned, Ready for
Submission).

6. Select the Save button to save the changes.

ASSIST automatically sends an email notification to the user whose access has been
modified. The email notification informs the user of the changes made to the access
levels, to which application or components of that application the access applies, and
the user who changed the access.

NOTE: Select the View User Access History link on the User Access Detail page to
view details about the access levels granted and revoked for this specific user. Refer to
the help topic titled User Access History for more information.

Refer to the help topic titled Revoke Access to an Application for information on revoking
a user's access to the application and components.

3.8.4.2 Modify Privileges for Single-Project Applications

1. Select the Manage Access button from the Actions panel on the left side of the
page.
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Artions 6

C MAMAGE ACCESS )

ADD OPTIOMAL FORM

PREVIEW APPLICATION
YALIDATE APPLICATION
WVIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

The User Access Summary page displays.

- .ll-__'

User Access Summary @

» Access Summary

Wiew Access History

iz, Page 1 of 1

-~ Project Han- Aceess
User Primary Organization Role Budget Budget All Maint
AUSTEM UMIVERSITY OF PEMBERLEY Hane Hone Edit H
EBENMET UHIVERSITY OF PEMEERLEY POVPI Hone Hone Edit
MEDARCY UNNWEESITY OF PEMEERLEY MHone Hone Edit H
DEREYSHIRE
[ Add User |

Status
Maint
]
]

2. The User column displays names as hyperlinks. Select the name of the user

whose access is being modified.

The User Access Detail page displays.
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User Detail

User Access Detail @

User Infoermation

View User Access History

EBENMET

UNIVERSITY OF PEMEBERLEY

Access Status

Project Role Budget Hon-Budget All Maintainer Maintainer

m Revoke All Accesses

3. Make the appropriate changes by selecting one of the options - None, Edit, or
View - from the Budget, Non-Budget, and All drop-down lists.

4. Optional: Select the checkbox for Access Maintainer if you are granting authority
to provide and to control access to other users. The following rules govern the
Access Maintainer privileges:

« Only an SO/AOR associated with the Applicant Lead Organization can grant

or revoke the Access Maintainer access level. This can only be granted to a
Plor ASST associated with the institution of the SO/AOR.
« Any user holding the Access Maintainer access level has the ability to grant
Application Access levels — other than the Access Maintainer level — to any
AA, AO, ASST, PI, or SO.
5. Optional: Select the checkbox for Status Maintainer if the user is being granted

authority to update the status for the entire application.
« Only an SO or AO from the Lead Applicant Organization can grant or revoke

Status Maintainer access level.
« By default, the Initiator of the application is given access to this level.
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« The Status Maintainer privilege for an application cannot be granted to an
individual who does not hold the entire application Edit privilege as well (i.e.,
All column, option Edit). The checkbox for the Status Maintainer privilege is
disabled until the Edit privilege is added for that individual.

6. Select the Save button to save the changes.

3.8.5 Revoke Access to an Application

ASSIST users with the appropriate authority may view and modify the access of other
users, including revoking access to components or the entire application.

NOTE: There are sample figures in this topic for both single-project and multi-project
applications. When referencing a figure, please verify it is the appropriate image for your
type of application.

To revoke access for an existing user:

1. Select the Manage Access button from the Actions panel on the left side of the
page.

Actions

C MAMAGE ACCESS )

ADD MEW COMPOMENT

DISPLAY COMPOMEWT STATUS

CHAMGE COMPOMNENT ORDER

PREVIEW APPLICATION

VALIDATE APPLICATION

YIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

The User Access Summary page displays.
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User Access Summary @

Tips:

i

» view the last one available.

Yiew Access History

User name to add access t user 1 - & of &records, Page 1 of 1
~ . Project, . . Hon- _ Access | Stabus _
User ) Prirn.nrg,r ﬂrpniz.l.ﬁon - Rale : C.-ompunenl: 10 Title - Er.rdiel'._ B-udge-t ) Al T Maint Maint :
Fl AUSTEMN HIVERSITY PO Crerall Component Hane Hana Edit ¥ i
Pl ALISTEN E= PD/PI Entire Application MHone Hone Edit L M
Bl AUSTEN UNINERSITY Project S4%-Core: Pride & Edit Edit Edit M H
Lead Prejudice and the
Human Psyche
Fi CRAMNE UNIVERSITY Project 6&b62-Core: Red Badge Hone Edit Hone H H
Lead of Courage and other
Skin Disorders
Pl POE NIVERSITY :'I:;E\'.t T05-Core: The Tell-Tale View Edit Hore H M
Lead Heart Disease
Fi_ DOYLE ER Project 299-Core: A Study in Wiew Edit Hone H H
Lead Scarlet Fever
Add User

2. The User column displays names as hyperlinks. Select the name of the user
whose access is being revoked.

The User Access Detail page displays.
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User Access Detail @

U Ditas

User Information

View Lser Access History

Project
Rals Coampoanant ID: Tits

Hon ACCESS Status

Budget Budget All Mabntainer  Maintabfer

E1| EX| BN E

Revoke All Accesses

3. Revoke access in one of the following manners:

To revoke specific access: Update the Budget, Non-Budget, and/or All access by
selecting None from the corresponding drop-down list and click the Save button to

save the changes.

-OR-

To revoke access maintainer. Unselect the checkbox for Access Maintainer to
remove this ability from a user and click the Save button to save the changes.

-OR-

To revoke status maintainer. Unselect the checkbox for Status Maintainer to
remove this ability from a user. Click the Save button to save the changes.
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-OR-

To revoke all set access levels: Select the Revoke All Accesses button. At the
confirmation message Are you sure you want to revoke access to the application
from this user? select the Continue button.

The Status Maintainer privilege for an entire application cannot be granted to an
individual who does not hold the entire application Edit privilege as well (i.e., All
column, option Edit). For this reason, revoking an individual's Edit privilege for the
entire application also removes that individual's Status Maintainer privilege (where
applicable).

Users whose access has been revoked receive email notifications informing of the
changes. The email includes the application, the person who revoked the access, and
the access level revoked.

IMPORTANT: Some access levels cannot be revoked. The institution-based
privileges automatically granted to SOs and AOs cannot be revoked. The PD/PIs for
the application must have at least Entire Application Viewer access level, and the
Project Lead must have at least the Component (All) Viewer access level.

3.8.6 Manage Access History

ASSIST users with the appropriate privileges may view the access history of the entire
application (including Overall and additional components for multi-project applications).
Refer to the steps below for single-project or multi-project applications as appropriate.

3.8.6.1 Manage Access History for Multi-Project Applications

The access history provides details about the access granted or revoked for an
application and its components. This detail includes such information as the username
and organization, the action taken against the account, the access level granted, the
component to which access was granted, username of the person who granted the
access, and the date on which the action occurred. This information displays for each
user/component combination.

To view the application and component access history for all users:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page, select the Manage Access button from the
Action panel.

The User Access Summary displays details of all users holding access to the
application components.
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User Access Summary @
ips
& Adalsl
View Access History
R Project Hon Access  Status
LUzer Primary Organization Raole Component ID: Title Budget Budget All Maint Maint

3. Select View Access History link.

4. The Manage Access History displays. This page provides a summary of the
access granted and/or revoked to all users for the application. The information on

this page includes:

o User

« Primary Organization

« Action taken (e.g., access granted or access revoked)
o Access Level

o« Component ID: Title

o Update User

o Date of Event
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Manage Access History

User Primary Organization & Ac tion Access Level Component ID: Title Update User Date of Event

5. Select the View Access Summary link to return to the User Access Summary
page.

3.8.6.2 Manage Access History for Single-Project Applications

The access history provides details about the access granted or revoked for an
application. This detail includes such information as the username and organization, the
action taken against the account, the access level granted, username of the person who
granted the access, and the date on which the action occurred.

To view the application access history for all users:

1. Select the Return to Application button on the Actions panel to return to the
Application Information page.

2. From the Application Information page, select the Manage Access button from the
Action panel.

3. The User Access Summary displays details of all users holding access to the
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application.

User Access Sumimary @

Tips:

» ACCess Summary

Wiew Access History

~ Project
User Primary Organization Heole Budget
ALISTEN —mmm = =
EBEMHET R
MEDARCY
Add User

Acoess
Al Maint

Status
Mt

4. Select View Access History link.

The Manage Access History displays. This page provides a summary of the
access granted and/or revoked to all users for the application. The information on

this page includes:

o User
« Primary Organization

« Action taken (e.g., access granted or access revoked)

Access Level

Update User
Date of Event
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Aanage Access History

Manage Access History

User Primary Organization = Action Access Level Update User Date of Event

5. Select the View Access Summary link to return to the User Access Summary
page.

3.8.7 User Access History

ASSIST users with the appropriate privileges may view a specific user's access history.
Refer to the steps below for single-project or multi-project applications as appropriate.
The access history provides details such as the person's name and organization, the
action taken against the account, the access level granted, the component to which
access was granted, username of the person who granted the access, and the date on
which the action occurred.

3.8.7.1 Use Access History for Multi-Project Applications

The access history provides details such as the person's name and organization, the
action taken against the account, the access level granted, the component to which
access was granted, username of the person who granted the access, and the date on
which the action occurred.

To view the access history for a specific user:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page, select the Manage Access button from the
Actions panel.
The User Access Summary displays details of all users who have access to the
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application and components.

¥ & i iy B 14 % Ao T Pkl ¥ loted Tammary

User Access Summary @

Tips:

& ASZIST allm

# The Stat

YWiew Access History

1 - 6 of 6 records, Page 1 of 1

. . Project, ) . Hon- _ Access | Stabus _
User = Primary Organization Role = Component ID: Title = Budget Budget Al ~  Maint = Maint =

Bl AUSTEMN PP Drwerall Component MHane Hone echt ¥ i
ER PD/PI Entire Application Hone Hone Edit L H
Fil_AUSTEN NINERSITY Project 949-Core: Pride & Edit Edit Edit M M
Lead Prejudice and the
Human Psyche
Fi CRAME ER Project &62-Core: Red Badge Hone Edit Hone H H
Lead of Courage and other
5kin Disorders
Bl POE NIVERSITY Project T05-Core: The Tell-Tale View Edit Hone
Lead Heart Cisease
NIVERSITY Project 29%-Core: A Study in Wiew Edit Hone H H
Lead Scarlet Fever

3. The User column displays names as hyperlinks. Select the name of the user
whose access is being modified.

The User Access Detail page displays.
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User Access Detail @

v+ Uner Detad

User Information

View User Access Hiskory
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Project Hon
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-
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- r
- r

4. Selectthe View User Access History link.

The User Access History page displays for the selected user. Information
regarding this user's access is included for the Overall Application and all
additional components, regardless of which was selected from the User Access

Summary in the steps above.
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User Access History ©

User Information

AcHon Access Level 2 Component I0: Title Update User Date of Event

The information on this page includes:

o User
Primary Organization
Action taken (e.g., access granted or access revoked)

Access Level

Component ID: Title
Update User

« Date of Event

5. Toreturn to the User Access Detail page, select the User Access Detail link, or
use the breadcrumbs at the top of the page or the Actions on the side of the page
to navigate away.

3.8.7.2 Use Access History for Single-Project Applications

The access history provides details such as the person's name and organization, the
action taken against the account, the access level granted, the component to which
access was granted, username of the person who granted the access, and the date on
which the action occurred.

To view the access history for a specific user:
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1. Selectthe Return to Application Info button on the Actions panel to return to the
Application Information page.

From the Application Information page, select the Manage Access button from the
Actions panel.

2.

The User Access Summary displays details of all users who have access to the
application and components.

» ACCess SUmmary

User Access Summary @

Vigw Access History

- Project Hon-

Access Status
User Primary (rganization Hole Budget Budget All Maint Maint
ALSTEN
EBENMET
MRDARCY M

3. The User column displays names as hyperlinks. Select the name of the user
whose access is being modified.

The User Access Detail page displays.
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_'!' e » Search for Applcations » _;-:r"'-uri" garch Res Its » App ication Information » ACCESS Summary » User Detail

User Access Detail @

1 User Information

View User Access History

EBENHET
Primary Organization UMIVERSITY OF PEMEERLEY
To assign different access levels to Budget and Non-Budget data (=.g. View Budget and Edit Non-Budget). the
Budget and Hon-budget selectons should be used. To assign the user the same access level for both Budget

and Hon-budget data, the All select should be used. The user will be given the highest level of access assigned

in the salectons made.

Access Status
Project Role Budget Hon-Budget All Maintainer Maintainer

S Revoke All Accesses m

4. Selectthe View User Access History link.

The User Access History page displays for the selected user.

Home s Search for Applcation:s » Application Search Recults = Application Information s Accsws Summary = Uoer Datafl s Usar

Access History

User Access History @

User Information

Lhear Access Del!a.'i!

EBEMMET
Primary QOrganization: HIVERSITY OF PEMBERLEY - DEREYTSHIRE
z of I records, Page 1 of 1
Ac thon = Access Level = Update User = Date of Event H
Access Level Granted Edit Application All AUSTEM Wed Jan OF 10:59:47 EST
2015
Mceess Level Granted  View Commons Details AUSTEM Thu Jan 08 10:47:53 EST
25
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3.9

The information on this page includes:

o User
o Primary Organization

« Action taken (e.g., access granted or access revoked)

o Access Level
o Update User
« Date of Event

To return to the User Access Detail page, select the User Access Detail link, or
use the breadcrumbs at the top of the page or the Actions on the side of the page

to navigate away.

Actions

The Actions section of the left-side navigation provides buttons for accessing the
features available for the application (or multi-project component) currently displayed on
the page. The buttons available to an individual ASSIST user vary depending on such
conditions as the privileges granted to the user, the stage in the work flow, the status of
the application, whether a single- or multi-project application, the part of the application
being worked on, etc.

This help topic lists the potential Actions buttons available to an ASSIST user. Click on
the links below for information on the specific button, keeping in mind that not all are
applicable to your application.

Add New Component
Add Optional Form
Change Component Order

Copy Application

Delete Application

Delete Component

Display Component Status

Manage Access

Preview Application

Preview Current Component

Preview Current Form

Return to Application Information

Submit Application

Update Component Status
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Update Submission Status

o Validate Application

o Validate Component

« View Status History (for the application)

« View Status History (for a component of a multi-project application)

3.10 Manage Attachments

Some form fields allow or call for attachments, which must be in the form of a PDF.
Please review the NIH eRA PDF guidelines for further details and tips on successfully
attaching documents.

https://grants.nih.gov/grants/ElectronicReceipt/pdf guidelines.htm

Refer to the appropriate Application Guide for information on PDF creation:

Creating PDFs for Text Attachments

o General
« SBIR/STTR
o Individual Fellowship

Format Specifications for Text (PDF) Attachments

o General
« SBIR/STTR
o Individual Fellowship

IMPORTANT: You must use unique file names for multiple attachments within the
same form. Duplicate file names can exist across multiple forms.

3.10.1 Add Attachment
To add an attachment:

1. From any area on a form with an attachment field, select the Add Attachment

button.
' Add Mt.lr_hment'
—
Add Attachment

‘ Add .A'ttlchmmt
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A pop-up window opens providing the ability to search for the file.

2. Use the Browse button within the pop-up window to search for the PDF file.

3. With the file selected, click the Submit button.

Surmmary KRR Cover || Cover Page Lcm" Other Checklist Sites Srikey Research
Supplement etier Project Person Plan
Information Profile
PHS C| |
(' i Erowse.. )
' submit | Cancel

For fields allowing a single attachment, the Add Attachment button on the form
field is replaced by the Replace Attachment, Delete Attachment, and View
Attachment buttons. The attached file name displays within the field.

Fields allowing multiple attachments display the files in a table. Update and View

buttons display for each attached file.

3.10.2 Replace Attachment

File attachments display differently depending on whether the field allows for one

attachment or multiple attachments.

To replace an attachment from a field allowing only one attachment:

1. From any form field with an added attachment, select the Replace Attachment

button.

- =
| Replace ﬁ.ttachrrl-r:ntl' Delete Attachment

A pop-up window opens providing the ability to search for the file.
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2. Use the Browse button within the pop-up window to search for the PDF file.
3. With the file selected, click the Submit button.

The form field displays with the replaced attachment
To replace an attachment from a field allowing multiple attachments:

1. Select the Update button in the Update Attachment column for the specific file.
(click to view)

Add Attachment

Delete
o Updats Wid
Attachment File Hame Save Attachment Attachment

(D =3
s

A pop-up window opens for providing the ability to search for the file.
2. Use the Browse button within the pop-up window to search for the PDF file.
3. With the file selected, click the Submit button.

The table is updated with the new file.

3.10.3 Delete Attachment

File attachments display differently depending on whether the field allows for one
attachment or multiple attachments.

To delete an attachment from a field allowing only one attachment:

1. From any form field with an attachment, select the Delete Attachment button.

' Delete Attachment
o

View Attachment

Replace Attachment

A delete confirmation window displays.

2. Confirm the deletion by selecting the Continue button.

To delete an attachment from a field allowing multiple attachments:
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1. Click the checkbox in the Delete on Save column for the specific file.

2. Selectthe Save and release Lock button.

Feplace View
Attachment Attachmeant

[“Replace I View ]
[Reploce | View

Appendix File Mame

Sample_Document.pdf

The attachment is removed from the table.

3.10.4 View Attachment

File attachments display differently depending on whether the field allows for one
attachment or multiple attachments.

1. Forfields allowing only one attachment: From any area on a form with an
attachment added, select the View Attachment button.

Replace Attachment §j Delete Attachment i View Attachment

-OR-

From fields allowing multiple attachments: Select the View button in the View
Attachment column for the specific file.

Add Attachment
Dl te
an Replace Wigw
Appendix File Hame Save  Attachment Attachment
pocumentpd 0
el _Doc.pdf I:I
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2. Selectthe Open button to view the attached file or the Save button to save the file
locally.
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4 Prepare an Application

The process for preparing an application include the following:

Initiate the application

Update Overall component (for multi-project applications only)

Add additional components and enter data (for multi-project applications only)
Manage access

Prepare applications for submission

Search for the application

ZER N

4.1 |Initiate an Application

Prior to initiating an application using ASSIST, applicants must identify a Funding
Opportunity Announcement (FOA) to which they would like to apply. FOAs are posted in
the NIH Guide for Grants & Contracts and in Grants.gov Find Grant Opportunities link,
each of which has robust search capabilities. The FOA text indicates whether

ASSIST can be used to apply to that opportunity. The FOA number (e.g., PA-12-987) is
required to initiate an application.

NOTE: Anyone with an eRA Commons ID can initiate an application.

To initiate the application:

1. Log into the ASSIST system.

2. From the Welcome page, enter the FOA in the Funding Opportunity
Announcement # field.

3. Select the Go button.

The Initiation Application page displays.
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Initiate Application for FOA #: PA-20-020 @

After imiation, the Lead Applicaton Organizabon Name and Lead Application Organization DUNS cannot be
changed

5 | FOA INFORMATION

SAM Registration Expiration Date: 05 /31 /20019

Click for SAM Registration Details

Contact r'”‘_l'..'(l.' Director /Principal Investigator

Pre-fill Application from Usemname JRSSEISSRS

Initiate Application | Cancedl

Fill in the required fields:
1. Enter a title for the application in the Application Project Title field.

NOTE: This populates the Descriptive Title of Applicant's Project field on
the SF424 RR Cover. The maximum number of characters for the
Application Project Title is 200.

After initiating your application, you can update your project title by editing
the Descriptive Title of Applicant's Project field.

2. Make a selection from the drop-down menu Lead Applicant Organization Name.
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NOTE: The list reflects the organizations affiliated with the user's

eRA Commons ID. Selecting the appropriate organization populates the
Lead Applicant Organization fields and the appropriate fields in the SF424
RR.

3. Review the Lead Applicant Organization Address.
4. Review the Lead Applicant Organization DUNS number.

SAM Registration Expiration Date: The SAM registration requires a yearly
renewal. ASSIST will display the expiration date of the organization's
SAM registration if it has expired, or will expire within 14 days.

1. Select the Click for SAM Registration Details button.

The Initiate SAM Registration Details pop up appears.

........
123456789
1ABC1
ACME LLG
POC NAme

POCHame@mail nihgov

0K

NOTE: In addition to the pop-up message window, a new status button will
be added to the initiation page for all new applications. Users will be able to
confirm the status of their institution's SAM registration by clicking this button.

a. Once OK is selected, you will be returned to the Initiate Application
screen.

b. Ifthis is the first time that registration has been made, upon OK being
selected a confirmation notice displays containing Submitand Cancel
buttons. Submit forwards the application to Grants.gov; Cancel returns

c. WEMFEGRIAINGJeligir.application screen. and their
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Optional: Enter the fields for Contact Project Director/Principal
Investigator.

Tip: If the Contact PD/PI's username is known, click the Pre-fill Application
from Username button, enter the username in the presented pop-up, and
select Submit. This will automatically populate the contact’'s name. This pre-
fill button will not become enabled until a Lead Applicant Organization is
added.

4. Select the Initiate Application button to continue.

NOTE: Selecting the Cancel button at any time cancels the
initiation. A warning message, Are you sure you want to cancel,
confirms the action. Select Continue to cancel the initiation or Go
Back to return to the Initiate Application page.

The Application Information page displays as read-only with the status of the application
as Work in Progress. The informational message Application saved appears at the top of
the page.

NOTE: For multi-project applications, the Overall component is created at the time of
initiation and can be accessed from the Component Type section of the navigation
panel.

After initiating the application the user has the ability to access:

Manage Access

Edit Forms

Add New Component (applies to multi-project applications only)
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4.2 |Initiate an Administrative Supplement Application

ASSIST supports the initiation and submission of administrative supplements.
Applicants should follow instructions in the application guide, as well as the Funding
Opportunity Announcement (FOA) and/or Notice of Special Interest (NOSI) for any
additional submission instructions.

In ASSIST, both the Pl (any PD/PI) and the SO can initiate administrative supplements
and use the prepopulate features if their organization ID matches the organization ID on
the parent grant.

NOTE: Administrative supplement requests can also be initiated, although not filled out
or submitted, from the eRA Commons Administrative Supplement module. If initiated
from eRA Commons, the administrative supplement has the parent grant number
prepopulated.

Initiating an Administrative Supplement Application from ASSIST:

1. Log into ASSIST and enter an Administrative Supplement FOA. Click the Go
button.

INITIATE APPLICATION

» Funding Opportunity Announcement #

[wwmnﬂc -ABCD-XX-000)

2. The Initiate Administrative Supplement Application screen displays. At this point,
the FOA that you entered on the previous screen is non-editable.

3. Optionally, enter the federal ID of the awarded grant (Parent Grant), and ASSIST
will use information on the parent award to pre-populate specific data fields on the
administrative supplement application.

4. A Notice of Special Interest (NOSI) is not required but, if one is entered, the format
needs to be valid. The Notice of Special Interest reference must be in the form
NOT-XX-XX-XXX, e.g. NOT-CA-19-001.

5. Enter a title or descriptor in the Unique Supplement Label field. This label is for
your own purposes so that you can readily identify and search for the
administrative supplement after itis initiated. Enter text that will help you search for
the application in progress at a later date.
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Initiate Administrative Supplement Application @

o  Grant Enter Awarded Grant
aren rant:
Exam) 2: Use CA987654 from C}i1:3456 {FEderal ID}

1RO1CASE 7654-01
Funding Opportunity o Enter NOSIif available ]

Announcement: *

Example: PA-JOC-00K

MNotice of Special Interest

Enter a label you can use to
search later

Reference:

Unique Supplement Label: Parent Grant. If not marked, only the main site and Plis

Mark to prepopulate ALL sites or ALL Key Personnel from
prepopulated

Project/Performance Site Check this to prepopulate all Project/Performance Site Locations from

thq parent grant
Check this to prepopulate all Senior/Key Persons from the provided

parent grant

Initiate Application

Locations:

Senior/Key Persons:

Cancel and Exi

6. Mark checkboxes if you want prepopulation of forms to occur from the parent grant.
This means that information already recorded from the parent grant will populate
appropriate corresponding forms and fields in ASSIST. Attachments such as
specific aims, research strategy, and biosketches, for example, are not copied over
since the FOA or NOSI may request that specific information be added in these
sections. Available prepopulation checkboxes are:

a. Project/Performance Site Location checkbox. If marked, ASSIST will pre-
populate all of the sites from the Parent Grant into the Supplement
Application "Performance Site" form. If not marked, only the Primary Site from
the Parent Grant will be pre-populated.

b. Senior/Key Persons checkbox. If marked, ASSIST will pre-populate all
Senior/Key persons from the Parent Grant into the Supplement Application
"Senior Key Persons" form. If not marked, only the Contact PD/P1 will be pre-
populated.

7. When you click Initiate Application, the federal ID will be validated and, if it exists,
you will be taken to the ASSIST summary screen to complete the application.

NOTE: The forms will not be pre-populated if no parent grant federal ID was
entered on the Initiate Administrative Supplement Application screen.

8. Ifthere are multiple packages associated with the funding opportunity, the
available packages window opens before the ASSIST summary screen. Click the
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Select button for the appropriate package.

_ﬂ I
- q
Choose Package for FOA #: PA-25-333 @
5 | FOA INFORMATION
_F'O.-'-_ Number: PA-25-333
Opportunity Title: Test FORM E Type 3 Activity Code 333
Offering Agency: National Institutes of Health
Select
Competition ID Competition Title Opening Date Closing Date Package
TEST-ADMINSUPP- Use for all R's (RO1,R03,R21,R34,RC1,etc) 01/10/2018 10/02/2026
RESEARCH-E
TEST-ADMINSUPP- Use for Training Grants 05/13/2019 05/13/2029
TRAINING-E
TEST-TYPE3-RESEARCH-F  TEST-TYPE3-RESEARCH-F 11/14/2019 11/12/2023 [ Select |
TEST-TYPE3-TRAINING-F  TEST-TYPE3-TRAINING-F 11/14/2019 11/12/2023
T EE L mEEEE E S S 5§ S A § e e e e gy

Initiating an Administrative Supplement Application from eRA Commons:

1. Log into eRA Commons.

2. Navigate to the Administrative Supp module in eRA Commons.

3. Search for a grant and click the three-dot ellipsis menu and select the Start
Application option.

4. You are redirected to the ASSIST application, and the Initiate Administrative
Supplement Application screen appears.
The Parent Grant (federal ID) field is filled in based on the grant that you were
working on in the Administrative Supplement module of eRA Commons. It cannot
be changed.
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Home > Initiate application

Initiate Administrative Supplement Application

Farent Grant:
(Eemraple: Iz= GASE 7654 fom
1RICASE 7654-01)

Ch 243248

Funding Opportunity
Announcement:
(Ermmple: Fl-00000)

Hotice of Special Interest
Reference:
(Emmple : HOT-00300-3000)

Unique Supplement Label:

Froject/Performance Site

. [ Check this to prepopulate all Project/Performance Site Locations from
Locations:

the parent grant

Senior fKey Persons: [ Check this to prepopulate all SeniorKey Persons from the provided

parent grant

Initiate Application

5. Enter the number of a FOA under which you want to apply for the administration
supplement.

6. A Notice of Special Interest (NOSI) is not required but, if one is entered, the format
needs to be valid. The Notice of Special Interest reference must be in the form
NOT-XX-XX-XXX, e.g. NOT-CA-19-001.

7. Enter a title or descriptor in the Unique Supplement Label field to readily identify
the administrative supplement. Enter text that will help you search for the
application in progress at a later date.

8. Mark checkboxes if you want prepopulation of forms to occur from the parent grant
(if parent grant specified). This means that information already recorded from the
parent grant will populate appropriate corresponding forms in ASSIST. Available
prepopulation checkboxes are:

a. Project/Performance Site Location checkbox. If marked, ASSIST will pre-
populate all of the sites from the Parent Grant into the Supplement
Application "Performance Site" form. If not marked, only the Primary Site from
the Parent Grant will be pre-populated.

b. Senior/Key Persons checkbox. If marked, ASSIST will pre-populate all
Senior/Key persons from the Parent Grant into the Supplement Application
"Senior Key Persons" form. If not marked, only the Contact PD/PI1 will be pre-
populated.
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NOTE: Attachments such as specific aims, research strategy, and biosketches, for
example, are not copied over since the FOA or NOSI may request that specific
information be added in these sections.

9. When you click Initiate Application, the federal ID will be validated and, if it exists,
you will be taken to the ASSIST summary screen to complete the application.

NOTE: The forms will not be pre-populated if no parent grant federal ID was entered
on the Initiate Administrative Supplement Application screen.

10. If there are multiple packages, the available packages window opens before the
ASSIST summary screen. Click the Select button for the appropriate package.

| |

| Choose Package for FOA #: PA-25-333 @ 1

5 | FOA INFORMATION

PA-25-333
Test FORM E Type 3 Activity Code 333

National Institutes of Health

Select

Competition 1D Competition Title Opening Date Closing Date Package
TEST-ADMINSUPP Use for all R's (RD1,R03,R21,R34,RC1,etc) 01/10/2018 10/02/2026 [ Select |
RESEARCH-E
TEST-ADM Use for Training Grants 05/13/2019 05/13/2029
TRAINING-E
TEST-TYPE3-RESEARCH-F  TEST-TYPE3-RESEARCH-F 11/14/2019 11/12/2023
TEST-TYPE3-TRAINING-F  TEST-TYPE3-TRAINING-F 11/14/2019 11/12/2023

Close

T LT ST ——— T T L

NOTE: While working in an administrative supplement application initiated from eRA
Commons, the Copy Application button is not available from the left side navigation
buttons.

For submitting, see Submit the Application.
For information on filling out forms, see Forms Data Entry.

By default, submitted applications have a two-day application viewing period, during
which the SO can reject and revise an application. For non-competitive administrative
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supplements only however, the SO can choose to skip the two-day viewing period and
immediately release the application to Agency staff for processing; see the last section of
How Does an SO Track Submission Status.

4.3 Application Information

The Application Information page is the ASSIST landing page for the entire application.
This page is the first page you see when selecting an application or initiating a new

application.

IMPORTANT: You can access Application Information any time by selecting the
Return to Application Info button on the Actions panel.

The Application Information page includes two sections: Application Information and

FOA Information.

Actions @
MAMAGE ACCESS

ADD HEW COMPOMENT

DISPLAY COMPONENT STATUS

CHAHGE COMPONENT ORDER
PREVIEW APPLICATION
WALIDATE APPLICATION

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

COPY APPLICATION

DELETE APPLICATION

Component Type

Training

! matge
licati mation @
Application Information
o | Application Information
& Pu =nt ar E t Ment
TOEVS F
ERSITY
(2/2M3 - 05/ 0M/2M5
012-1 145 PME
=| FOA Information
HIH Sample Oppertunity Title for Complex AppBcations
Hational Institutes alk
161
& n Titls Crime & Punishment and the Effects on Mental Health
08/16/2012
120
5S4 Registration Expiration Date: 01/30/201%
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4.3.1 Application Information Section

The Application Information section reflects the information entered during the
initiation process and is read-only.

« Application Identifier
Unique, system-generated number assigned to the application in ASSIST.

« Application Project Title
Title of the application/project as entered by the person who initiated the
application.

« PD/PIName
Contact Pl for the entire application.

« Organization
The lead applicant organization name of the submitting institution.

o Project Period
The start and end dates of the project.

» Status
The current status of the entire application. The Submit Application button is also
located here. Itis disabled until the application is ready to be submitted. For
information on submitting the application refer to the topic titted Submit the

Application.

Tip: Hover over the status with your mouse for a short description of the status.

« Status Date
The date and time of the last status update.

When an application is in Submitted status, the View Submission Status Details
link displays next to the status. Selecting this link displays the submission details
for ASSIST, Grants.gov, and Agency when available.

4.3.2 FOA Information Section

The FOA Information section displays read-only summary information concerning the
funding opportunity against which the application will be submitted. The following
information is displayed:

e FOA Number

The Funding Opportunity Announcement number.
o Opportunity Title
The name of the announcement.
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« Agency
The Agency offering the grant opportunity (e.g., NIH).

4.3.3 Delete the Application

If you are the Signing Official you have access to the Delete Application feature in
ASSIST. The Delete Application feature allows you to permanently delete an entire
application in any status.

IMPORTANT: Deleting an application is a permanent action. Once deleted, the
application cannot be accessed, re-instated, or viewed. There is no way to recover a
deleted application.

NOTE: ASSIST also has a Delete Component feature for deleting individual
components of a multi-project application. Refer to the topic titled Delete a Component
for steps on deleting individual components.

To delete the entire application:

1. Open the Application Information page of the application you wish to delete.

2. From the Actions panel, select the Delete Application button.
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exdts » Application Information

(>} Application Information @

Actions

MANAGE ACCESS

ADD HEW COMPONENT

MNSPLAY COMPONENT STATUS
CHANGE COMPONENT ORDER E

PREVIEW APPLICATION 7548

Crime & Punishment and the Effects on Mental
Health

VALIDATE APPLICATION

VIEW STATUS HISTORY
DOSTOEVSEY, FYODOR

UPDATE SUBMISSION STATUS —
Irganization UHIVERSITY

0370212013 - 03/ 01/2015

COPY APPLICATION Status: Work in Progress
C DELETE APPLICATION ) Status Date: 2012-11-05 03:14:53.000 PM EST

[=] FOA Information

Component Type A Mumber PA-00-000

nity Tithe: HIH Sample Opportunity Title for Complex Applications

+ Owarall X .
Hational Institutes of Health
+ Career-Dev s
+ Research Competition I 08-1&-12
+ Training Competition Title Crime & Punishment and the Effects on Mental Health
Dpportunity Open Date: 08/ 1642012
Jpportunity Close Date: 08/31/213
Agency Contact: Jane Doe

Sample Contact Person
E-mail: JaneDos@email.com
Phone: 301-111-1234

5AM Registration Expiration Date: 04/30/201%

An active SAM Registration fs required to submit Chick far SaM Registration Details
your application ta the agency

A confirmation message displays as follows: You are about to delete this
application. Once this application has been deleted you will no longer be able to
re-instate or view it. Do you wish to continue with the delete?
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3. Select the appropriate action:

You may cancel the action at this point by selecting the Go Back button. If
you choose Go Back, the delete process ends, you return to the summary
tab from which you began, and the following steps are no longer applicable.

—OR-—
To continue with the deletion, select the Continue button.

Upon continuing, a second confirmation displays as follows: Selecting Continue
will delete this application permanently.

A\

4. This warning provides a final means of aborting the deletion. Carefully select the
appropriate action:

To stop the deletion process, select the Go Back button. If you choose Go Back,
the delete process ends, you return to the summary tab from which you began, and
the following steps are no longer applicable.

—OR-—

To confirm the action and permanently delete the application, select the
Continue button. Remember that this action is irreversible. Once the
application is deleted, you cannot re-instate it.

You cannot delete an application if one or more of the forms are locked by yourself or
another ASSIST user. If a form is locked, you will see the following error on your screen
after continuing from the second confirmation screen:

The application cannot be deleted as the following form(s) are currently locked by <User
ID> in: <application ID>: <locked form>

Once you've successfully deleted the application, the ASSIST log in page displays with
the message Application successfully deleted.
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See Also

« Component Information

4.4 Search for an Application

Applications initiated in ASSIST are saved online and are accessible by multiple users
who have been given access to the application. In order for a previously initiated
application to be accessed, a search for that application must be performed on the
Search for Application page. Only those users granted permission to view or edit the
application can locate it via the search function. eRA Commons users with the Signing
Official (SO) role can search and find any application within their own organization.

To search for an application:

1. Log into the ASSIST system.

2. From the welcome page, select the Search Applications button.

- - e
di- U5, Department of Health & Human Services =) Home ) ContactUs @) HelpDesk J) Lagout

ASSIST Username: SO_JOVCE

Sponsared by the National Institutes of Health

from: UNINERSITY

Welcome to the Application Submission System

Welcome 50 JOYCE & Interface for Submission Tracking (ASSIST) @) Need Help?
Fesources
B INTIATE APPLICATION

& MIH Guide for Grants & Contracts

Grants.gov's Find Grant Opportunities

Q]  SEARCH FOR APPLICATION

3. Enter any combination of optional search criteria on the Search for
Applications page to locate the application.

When entering search parameters, it is important to note that all parameters are
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case insensitive and punctuation is ignored.

Entering search parameters is an optional step. When a search is performed
without search parameters entered, ASSIST returns all applications for which the
user has the privileges to access. If the number of records found exceeds the
allowable limit, an error message displays. In this instance, use the parameters to
narrow the search.

4. Selectthe Search button to display the closest matched applications.

Search for Applications

—

Welcome SO_JOYCE Search for Applications @

—

=]

=

Depending on the search parameters entered, multiple matching records may be
found. These results can be sorted, by selecting the arrow in the appropriate
column heading.

NOTE: Selecting the Clear button at any time will clear the fields.

5. From the results listed on the Search for Application Results page, click the Select
button in the Action column next to the appropriate application.
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i~ W5, Department of Health & Human Services Home Contact Us Help Desk <0 Logo

AS SIST Username: S0_JOYCE

Sponsored by the National Institutes of Health o

L NN |

Search for Application Results

Application, Application Project Lead AppBcant Submission Submissic Project Project
Identifier Title Agency PDV/PI Hame Organization Status n Date Start Date  End Date Action

142018 Select

The Application Information page displays for the selected application.

Refer to the help topic titled Prepare an Application for details on completing an
application.

4.5 Copy Application

If you are the Signing Official or Administrative Official of the lead organization and/or
hold the Entire Application Editor privilege, you have access to the Copy Application
feature in ASSIST.

The Copy Application screen is used to copy the components (multi-projects) and data
from the application currently opened in ASSIST to another application for a requested
FOA. The feature allows you to copy the application's structure and data to be used for
another application. For multi-project applications, the feature copies over the Overall
component, component identifiers, any existing component short names, assigned
access levels, data, and attachments.

When you copy an application in ASSIST, you are granted Entire Application Editor
privileges for the new application. The submission status of the new application is set to
Work in Progress, as is the component status of all included components (for multi-
project applications).

NOTE: While working in an administrative supplement application initiated from eRA
Commons, the Copy Application button is not available from the left side navigation
buttons.

IMPORTANT: The forms used in a copied application may not match the forms used
for the FOA of the new application. In these cases, ASSIST will perform a best-effort
match in which the system will copy fields within the form(s) that have matching names
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in the new form. Fields that do not exist in the new form will not be copied from the
copied application.

NOTE: Submission date, certification, and Authorized Representative signature from

submitted applications are never copied over to new applications. Application and
component history also are not copied.

1.

Use ASSIST to search for and open the application you are copying.
2. Select the Copy Application button on the Actions panel.

Aprtions

MAMAGE ACCESS
ADD OPTIOMAL FORM
PREVIEW APPLICATION

VALIDATE APPLICATION
VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

C COPY APPLICATION )

DELETE APPLICATION

The Copy Application screen opens.

3. Enter the FOA for the new application into the Copy to Funding Opportunity
Announcement # field and select the Copy Application button.
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Copy Application
Tips:
= Copy Application defsults to copy free-text form fields only. Use the checkbox if you slso want attschments copied.
= A'best sffort’ copy iz done. Carsfully review all aspects of the copied spplication for completeness.

(- A-12-345 Copy Applcation '

Emotions: Pride & Prejudice
UNIVERSITY OF PEMBERLEY

ALUSTEM, JAME

Before copying the application, ASSIST performs certain validations against the

entered FOA, including checks to determine if the FOA is valid and is for a multi-
project or single-project submissions as appropriate. A single-project application
cannot be copied over to a multi-project FOA and vice versa. Error messages will
appear if these validations do not meet business and system rules.

Follow the steps below for copying a multi-project or single-project application.

4.5.1 Copying a Multi-project Application

After validating the FOA, the screen displays the components in the current application
that can be copied to the new application. This information includes:

o Copy from Component

The unique identifier and short name (if existing) of the components in the copied
application.

« Project Title

The project title of the components in the copied application.

« Status

The status of the components in the copied application. Although this provides you
the status of the components in the copied application, remember that the
components in the new application will have a status of Work in Progress.
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« ProjectLead

Individual responsible for the scientific and technical direction of the component
project in the as indicated in the copied application.

Copy to Component options

A drop-down list of component types available in the new application based on the
indicated FOA of the new application. It is possible to copy a component of a
specific type in the original application to a different component type in the new
application.

IMPORTANT: You must copy the Overall component and it must be copied to
the Overall component of the new application. For this reason, the Copy To
Component Type field for the Overall component is not editable.

Not all FOAs require or allow the same component types. When copying an application,

ASSIST determines which component types are allowed in the FOA you provided for the
new application. The options available in the Copy to Component Type drop-down list
reflect this.

1.

2.

Select an option from the Copy to Component Type drop-down list for all
components being copied to the new application.

Optional: To copy attachments, select the checkbox next to the question Would
you like the attachments to be copied to the new application?

Click the Copy Selected Components button.

The default value of this field is Do Not Copy. Any components left with a value of
Do Not Copy will not be copied to the new application. The Overall component will
always be copied to the new application's Overall component.

Prepare an Application 77 January 12,2021



ASSIST User Guide

Emotions: Pride B Prejudice

Cample Career Development

This = a sample of my 15t Ressarch
Component Type project.

This i a sample of my Ird Research
Component Type project.

This is my
4 arch component type project.
This is my 4th sample of a R

Component Type project

Ind example of a

eomarch

Sample Training

Wark in Prograss

Comp!

Abandoned

Is » Application Inf ation » Copy Applcation
Copy Application @
Copy as much information as possible from fallowin PA-17-345 Copy Application
application wsing Funding Opportunity Anngun Cem = (Example: PA-00-000
pplication to be Copied 1225
pplication Title Emotions: Pride & Prejudice
Fgan on UNIVERSITY OF PEMBERLEY
Pl ALISTEN, JANE
Status Wark in Progress

Copy from POPI ar Copy To
Component Project Title Status Companent Lead Component Type

ALISTEM, JAME
SHAKESPEARE

WILL

ALSTEM, JAME

Fina LEE, HARPER

Comple O, EDGAR ALL

Fina EE, HARPER

Complete EE, HARPER
Cance

Copy Selected Components

Creerall

4

Do Mot Copy

4

Do Mot Copy

4

Career-Dav
Research -
Research -

=]

Training

—

A confirmation message displays as a pop-up box. Please make sure you
thoroughly understand the warning before continuing.

The copy feature will do a best effort copy of form field data. Data loss is possible
when copying from one announcement to another due to potential form differences.
Application attachments will not be retained. Be sure to carefully check the new
copy of the application for completeness.
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N

e

4. Selectthe OK button to confirm the copy. Selecting Cancel will return you to the
Copy Application screen without completing the copy.

5. After confirming the copy, another pop-up box prompts you to choose which
application you wold like to display in ASSIST. The following prompt
displays: Please select OK to remain in the current application. To open the new
application, select Continue.

A\

“ox | continue |

Select the OK button to remain in the original application.

—OR-—

Select the Continue button to display the newly created application.
4.5.2 Copying a Single-project Application

After validating the FOA, the screen displays the information for the current application
being copied to the new application. This information includes:

« Project Title

The project title of the components in the copied application.
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« Status

The status of the components in the copied application. Although this provides you
the status of the components in the copied application, remember that the
components in the new application will have a status of Work in Progress.

- PD/PI

Individual responsible for the scientific and technical direction of the component

project in the as indicated in the copied application.

1. Optional: To copy attachments, select the checkbox next to the question Would

you like the attachments to be copied to the new application?

2. Select the Copy Application button.

Copy Application @

» Copy Application

Emoticns: Pride & Prejudice
UHIVERSITY OF PEMBERLEY
ALSTEM, JAME

i ]
TOrK 1N Frogreis

Project Title Status

o oo ) RGeS

PA-45-678 Copy Application Clear

A confirmation message displays as a pop-up box. Please make sure you

thoroughly understand the warning before continuing.

Prepare an Application 80

January 12,2021



ASSIST User Guide

The copy feature will do a best effort copy of form field data. Data loss is possible
when copying from one announcement to another due to potential form differences.
Application attachments will not be retained. Be sure to carefully check the new
copy of the application for completeness.

A\

R

3. Select the OK button to confirm the copy. Selecting Cancel will return you to the
Copy Application screen without completing the copy.

4. After confirming the copy, another pop-up box prompts you to choose which
application you wold like to display in ASSIST. The following prompt
displays: Please select OK to remain in the current application. To open the new
application, select Continue.

N

ok | cominue

Select the OK button to remain in the original application.

—OR-—

Select the Continue button to display the newly created application.
4.6 Delete the Application

If you are the Signing Official you have access to the Delete Application feature in
ASSIST. The Delete Application feature allows you to permanently delete an entire

Prepare an Application 81 January 12,2021



ASSIST User Guide

application in any status.

IMPORTANT: Deleting an application is a permanent action. Once deleted, the
application cannot be accessed, re-instated, or viewed. There is no way to recover a
deleted application.

NOTE: ASSIST also has a Delete Component feature for deleting individual
components of a multi-project application. Refer to the topic titled Delete a Component
for steps on deleting individual components.

To delete the entire application:

1. Open the Application Information page of the application you wish to delete.
2. From the Actions panel, select the Delete Application button.

Apgplication Information

7] Application Information @

Actions

MAMAGE ACCESS

ADD HEW COMPOMNENT

DNSPLAY COMPONENT STATUS

Application Information

d

CHANGE COMPONENT ORDER
PREVIEW APPLICATION

VALIDATE APPLICATION ApE taon | ' Crime & Punishment and the Effects on Mental
Health
VIEW STATUS HISTORY
DOSTOEVSKY, FYODOR
UPDATE SUBMISSION STATUS
UHIVERSITY

05/ 027203 - 09/ 01/20M5

COPY APPLICATION

( DELETE APPLICATION _) tatus Da 2012-11-05 03:14:53.000 PM EST

FOA Information

Component Type

......
HIH Sample Oppertunity Title for Complex AppBcations

+ Owverall i i §
Hational Institutes of Health

+ Carser-Dev

+ Research petit L 08-16-12

TE Competition Title Crime & Punishment and the Effects on Mental Health
08/ 1642012
08/31/2013
Jane Doe

Sample Contact Person
E-mail: JaneDos@email.com

Phone: 301-111-1234
SAM Registration Expiration Date: 01/30/201%

it Chick far SAM Registration Details
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A confirmation message displays as follows: You are about to delete this
application. Once this application has been deleted you will no longer be able to
re-instate or view it. Do you wish to continue with the delete?

A

3. Select the appropriate action:

You may cancel the action at this point by selecting the Go Back button. If
you choose Go Back, the delete process ends, you return to the summary
tab from which you began, and the following steps are no longer applicable.

—OR-
To continue with the deletion, select the Continue button.

Upon continuing, a second confirmation displays as follows: Selecting Continue
will delete this application permanently.

N

4. This warning provides a final means of aborting the deletion. Carefully select the
appropriate action:

To stop the deletion process, select the Go Back button. If you choose Go Back,
the delete process ends, you return to the summary tab from which you began, and
the following steps are no longer applicable.

_OR-
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To confirm the action and permanently delete the application, select the
Continue button. Remember that this action is irreversible. Once the
application is deleted, you cannot re-instate it.

You cannot delete an application if one or more of the forms are locked by yourself or
another ASSIST user. If a form is locked, you will see the following error on your screen
after continuing from the second confirmation screen:

The application cannot be deleted as the following form(s) are currently locked by <User
ID> in: <application ID>: <locked form>

Once you've successfully deleted the application, the ASSIST log in page displays with
the message Application successfully deleted.

4.7 Add Optional Forms

Depending on the funding opportunity, optional forms may exist for both single- and
multi-project applications. You can add optional forms using the Add Optional Form
feature. Only the optional forms available for the specific funding opportunity can be
added.

4.7.1 Optional Forms for Single Project Applications
To add optional forms to a single-project application:
1. Select the Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.
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[ )

Add Optional Form
Select the form you wish to add [ --- Select Form --- v ]

2. Choose a form from the drop-down list and select the Submit button to add the
form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

3. Select the tab of the corresponding form to enter information on the form.

4.7.2 Optional Forms For Multi-Project Applications
To add optional forms to a multi-project application:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page expand the appropriate component from the
Component Type section.

3. Select a component type to display the Component Information.
The Component Information page opens for the component.
4. Selectthe Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.
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Add Optional Form

5. Choose a form from the drop-down list.

6. Select the Submit button to add the form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

7. Select the tab of the corresponding form to enter information on the form.
See Also

o Edit Overall Component Forms

o Edit Additional Component Type Forms

4.8 Other Components of Multi-Project Applications

Multiple-project opportunities often require additional component types with pre-defined
data collection requirements. Examples of these additional components include Admin
Core, Core, Project, Construction, Career Development, and Training. The component
types required for a multiple-project application differ depending on the Funding
Opportunity Announcement (FOA).

The required component types for the FOA can be selected from ASSIST and added to
the application. ASSIST only allows the required component types specific to the
opportunity to be added to the application. Adding a component also adds its
corresponding forms (e.g., Cover Page, Checklist).

Please refer to the FOA for details on the application and component type requirements.
Refer to the Application Guide for more information on components.

https://grants.nih.gov/grants/how-to-apply-application-guide.html
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See Also

o Edit Additional Component Type Forms

o Add Additional Component Types

4.8.1 Overall Component

The Overall component provides overview information for the application. The Overall
component describes the entire application and explains how each of the additional
components fit together. It is a special component type with a single occurrence in every
complex application. The PD/PIl and multi-PD/Pls for the entire application are captured
in the Overall component. It is the only component that includes full SF424 R&R cover
data collection. It does not include a budget.

The Overall component with corresponding forms (e.g., Cover Page, Checklist) is
automatically created when you initiate your application.

If additional components are available, they can be added using the Add New
Component button in the Actions section. Refer to the topic tittled Other Components of
Multi-Project Applications for more information.

IMPORTANT: The figures provided in these topics serve as examples only. They may
not reflect what you see in your own applications and may not always represent valid
data.

If you have specific questions about the forms available for your application, please
refer to the Application Guide.

See Also

o Edit Overall Component Forms

4.8.2 Add Additional Component Types
The additional component types available in ASSIST will vary by opportunity.

Users should add components for a specific component type in the order in which they
should appear within the final application image used by the agency for funding
consideration.

NOTE: The order of component types cannot be rearranged once they are added to the
application.

To add additional component types:
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1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page or the Component Information page, select
the Add New Component button in the Actions panel.

The Add Component page displays.

3. Selecta Component Type from the drop-down list.

NOTE: Only component types available for the application's FOA display in the
drop-down list.

4. Enter a Component Start Date or select one from the calendar tool. This field
defaults to the project start date entered on the Overall component.

5. Enter a Component End Date or select one from the calendar tool. This field
defaults to the project end date entered on the Overall component.

6. Entera Component Project Title

7. Optional: Enter a Component Short Name (up to 20 characters) to help identify
the component. This is not a required field.

Component short names -when existing- appear on the Component Information
page as well as under the component identifier on the left-side Component Type
navigation panel. Component short names must be unique to the project and can
be updated from the Component Information page. Component short names are
available only for your convenience in ASSIST and do not carry over to Grants.gov
at the time of submission.
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Component Type

+ Owerall

8. Select the Save button to add the component to the application and display the
forms associated with the component type selected.

NOTE: Selecting the Cancel button cancels the action without saving any
information.

n » Add Component

Actions @ Add Component @

RETURH TO APPLICATION

MANAGE ACCESS
Project Information
ADD OPTIONAL FORM

- Choose Component ... ¥

ADD NEW COMPONENT

DISPLAY COMPONENT STATUS —
CHANGE COMPOMENT ORDER
VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

COPY APPLICATION

DELETE APPLICATION

Component Tyvpe

+ Overall

The Component Information page displays the Component Information (as well as
Application Information) as read-only with the status of the component as Work in

Progress. Tabs across the top of the page provide access to the applicable component
forms.

Tip: Check the Funding Opportunity Announcement text for component-specific
instructions for preparing additional components.
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After adding the component you have the ability to access:

Update Component Forms

Manage Access

Add New Component

View Status History

Add Optional Form

Preview Current Component

Update Component Status

4.8.3 Component Information

The Component Information page is the ASSIST landing page for a specific component
of a multi-project application. This page is the first page seen when selecting a
component from the Component Type navigation panel. This page is also displayed
when the Summary tab is selected for a component. The Component Information page
includes two sections: Component Information and Application Information.
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7]

RETURN TO APPLICATION

Actions

MAHAGE ACCESS

ADD OPTIONAL FORM

ADD HEW COMPONENT
DISPLAY COMPONENT STATUS
CHANGE COMPONENT ORDER

PREVIEW CURRENT COMPONENT
VALIDATE COMPOMENT
VIEW STATUS HISTORY

UPDATE COMPONENT STATUS

DELETE COMPONENT
COPY APPLICATION

DELETE APPLICATION

Component Type

+ Overall

Core

o
5

=3

5

Cover Page
upplement

Other
Project
Information

» Comporant Information

Sites Srikey
Person
Profile

RER Budget RER
Subaward
Budget

Research
lan

Component Information

Application Information

349-Core

Sample Short Hame [Update Short Mame)
Core

Pride & Prejudice and the Human Psyche

AUSTEN, JAME

Sample Organization

2013-03-29 09:39:17.000 AM EDT

739
Pa-00-000

Crime & Punishment and the Effects on Mental
Health

DOSTOEVSKY, FYODOR

UNIVERSITY

2012-11-05 03:14:53.000 PM EST

4.8.3.1 Component Information Section

The Component Information section reflects the information entered when the
component of a multi-project application was added to the application and is read-only.
The information includes the following:

« Component Identifier

Unique, system-generated number assigned to the componentin ASSIST.
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Component Short Name (not for Overall components)

The short name entered at the time the component was added. Select the Update
Short Name link in this field to change the short name for this component.
Component Type

The type (e.g., Core) selected from the list of component types when the
component was added to the application.

Component Title

The title given to the component when added to the application.
Component Project Lead

The component lead(s) as entered on the Sr/Key Person Profile tab for the
component.

Organization

The organization name as added in the R&R Cover tab for the component.
Status

The current status (e.g., Work in Progress, Complete) for the component.

Tip: Hover over the status with your mouse for a short description of the status.

Status Date
The date and time of the last status change for the component.

4.8.3.2 Application Information Section

The Application Information section reflects the information entered during the
initiation process and is read-only.

Application ID

Unique, system-generated number assigned to the application in ASSIST.
FOA Number

The Funding Opportunity Announcement number associated with the application.
Project Title

Title of the application/project as entered by the person who initiated the
application.

PD/PlI Name

Contact Pl for the entire application.

Organization

The lead applicant organization name of the submitting institution.

Status

The current status of the entire application.

Prepare an Application 92 January 12,2021



ASSIST User Guide

Tip: Hover over the status with your mouse for a short description of the status.

« Status Date
The date and time of the last status update.

4.8.3.3 Delete a Component
IMPORTANT: This topic is applicable only to multi-project applications.

If you are the Signing Official, Administrative Official, or the PI of the lead organization -
and/or- you have Entire Application Editor privilege, you have access to the Delete
Component feature in ASSIST. The Delete Component features allows you to
permanently delete individual components of any status from the application.

IMPORTANT: Deleting components is a permanent action. Once deleted, a
component cannot be accessed, retrieved, or viewed. There is no way to recover the
component.

NOTE: ASSIST also has a Delete Application feature for deleting an entire application.
Individual components do not need to be deleted first when deleting the entire
application. Refer to the topic titled Delete the Application for steps on deleting entire
applications.

To delete a component:
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1. Open the Summary tab of the component you wish to delete.
2. From the Actions panel, select the Delete Component button.

» Componant Information

|
Actions @ Core
FETURH ED ARPLICATION LS ReR Cover | Cover Page||  Other Sites Sr/Key | RER Budget|  RER Research
Supplement Project Person Subaward Flan
MAHAGE ACCESS Information Profile Budget

ADD OPTIOHAL FORM

ADD HEW COMPONENT &= Component Information

DISPLAY COMPOMENT STATUS
94%-Core

CHANGE COMPONENT ORDER

PREVIEW CURRENT COMPONENT o~

WALIDATE COMPONENT

WIEW STATUS HISTORY Lead(s AUSTEN, JANE

UPDATE COMPONENT STATUS Sample Organization

C DELETE COMPONENT )

COPY APPLICATION

2013-03-29 09:39:17.000 AM EDT

DELETE APPLICATION

& | Application Information

PD/PI Hame: DOSTOEVSKY, FYODOR

zation: UHIVERSITY

2012-11-05 03:14:53.000 PM EST

Sample Short Mame  [Update Short Hame)

Pride & Prejudice and the Human Psyche

Component Type
758
+ Owverall FOM Number: PA-D0-000
Project Title: Crime & Punishment and the Effects on Mental
Health

A confirmation message displays as follows: You are about to delete this
component. Once this component has been deleted you will no longer be able to

retrieve or view it. Do you wish to continue with the delete?
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2N

‘ Continue ' Co Back

3. Select the appropriate action:

You may cancel the action at this point by selecting the Go Back button. If
you choose Go Back, the delete process ends, you return to the summary
tab from which you began, and the following steps are no longer applicable.

—OR-—
To continue with the deletion, select the Continue button.

Upon continuing, a second confirmation displays as follows: Selecting Continue
will remove this component permanently from the application.

4. This warning provides a final means of aborting the deletion. Carefully select the
appropriate action:

To stop the deletion process, select the Go Back button. If you choose Go
Back, the delete process ends, you return to the summary tab from which you
began, and the following steps are no longer applicable.

—OR-—

To confirm the action and permanently delete the component from the
application, select the Continue button. Remember that this action is
irreversible. Once the component is deleted, you cannot retrieve it.
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NOTE: You cannot delete a component if one or more of its forms are locked by yourself
or another ASSIST user. If a form is locked, you will see the following error on your
screen after continuing from the second confirmation screen:

The component cannot be deleted as the following form(s) are currently locked by <User
ID> in: <application ID>: <locked form>

The Application Information screen displays with the message Component successfully
deleted. You will also notice that the component has been removed from the left-side
panel of Component Types.

sctions @ Application Information @

MANAGE ACCESS

S Applicatien Informat: INK 10 the bréadcrumbs 2 return 1 I
DISPLAY COMPOMENT STATUS lo Component Successfully deleted D
SPLAY COMPONENT STATUS
o

CHANGE COMPORENT ORIDER

PREVIEW APPLICATION

VALIDATE APPLICATION B Apphcauon Informatlon

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS A t Crime & Punishment and the Effects on Mental
{ealth
DSTOEVSKY, FYODOR
COPY APPLICATION UHIVERSITY

When a component is deleted from an application, the Application Status History reflects
this action. The Status in the history show as Abandoned. The Status Comment will
indicate that the component was deleted by displaying the following Component ID: <ID
number> Deleted, along with the name of the ASSIST user who performed the deletion.

= Wiew Application Status History
jm—

Actions @ Application Status History @

RETURN TO APPLICATION INFO

Status Date = Crabus Statuz Commeant Statuz Type Update Uzar

DISPLAY COMPOMENT STATUS
( VIEW STATUS HISTORY _) (:'-_: OF 12:00:57 PM Abandoned Companent Id : 949 O ) JOYCE
ADD HEW COMPOMENT

See Also
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o Updating the Component Short Name
« Application Information

4.8.3.4 Updating the Component Short Name

The Component Short Name is an optional field which can be entered when a
component is added to an application. The short name provides an alternative means for
identifying the component in case the system-generated component identifier is not
known. The short name is provided as a convenience and is used only in ASSIST. The
Component Short Name field also can be entered for the first time or updated from the
Component Information page.

To update the component short name:

1. Access the Component Information page by selecting the Summary tab for the

component or by selecting the component from the Component Type navigational
panel.
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7]

Actions
RETURH TO APPLICATION
MANAGE ACCESS
ADD OPTIOMAL FORM
ADD HEW COMPOMNENT
DISPLAY COMPOMENT STATUS
CHANGE COMPONENT ORDER
PREVIEW CURRENT COMPONENT
WALIDATE COMPONENT
WVIEW STATUS HISTORY

UPDATE COMPONENT STATUS

DELETE COMPONENT
COPY APPLICATION

DELETE APPLICATION

ke

Component Type

Overall

Core

=

|

* Comporent Infarmagion

RER Cover | Cover Page Other Sites Srikey R&R Budget Research
upplement | Project Person ubavard lan
Information Profile
Component Information
549-Core

Application Infoermation

Sample Shart Hame [Update Short Hame|
Core

Pride & Prejudice and the Human Psyche
AUSTEN, JANE

Sample Organization

2013-03-29 05:39:17.000 AM EDT

5%
P 00-000

Crime & Punishment and the Effects on Mental

Health
DOSTOEVEKY, FYODOR

UNIVERSITY

2012-11-05 03:14:53.000 PM EST

2. Click the Update Short Name link located in the Component Short Name field.

3. From the Update Short Name pop-up window, enter a new name 20 characters or
less. The name must be unique, not used as the short name of another component

ont

he application.

Prepare an Application

98

January 12,2021



ASSIST User Guide

Core
ﬂ RER Covar | C L R R R I
| Component Information
s )
m L
o Application Information

4. Select the Submit button.

The Component Information updates with the new component short name.

See Also

o« Component Information

4.8.4 Change Component Order
IMPORTANT: This topic is applicable only to multi-project applications.

The Change Component Order screen is used to set the order in which your
components appear in the submitted application (i.e., the PDF version) for each
particular component type. For example, if your application contains four components of
the component type Research, you can re-arrange those four components into any order
you wish. The component order can be changed for components in the status of Work in
Progress, Complete, or Final.
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» Change Component Order

retions @ Change Component Order @
RETURN TO APPLICATION Tip:
MAMAGE ACCESS

ADD OPTIOMAL FORM
ADD HEW COMPOMENT —
DISPLAY COMPONENT STATUS
CHANGE COMPONENT ORDER

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

COPY APPLICATION

DELETE APPLICATION

Component Type

4+ Owerall
+ Career-Dev
+ Ressarch

¥ Training

NOTE: Although components within a particular component type can be re-ordered, you
cannot re-arrange the order of component types.

Access the Change Component Order screen by selecting the Change Component
Order button on the Actions panel. Once the screen is opened, follow the steps below
to update the order of components of a particular component type:

1. Select a component type from the Select Component Type drop-down list and click
the Select button. The component types displayed in the list depend on your
application's FOA.
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» Change Component Order

Actions @ Change Component Order @

RETURN TD APPLICATION Tip:

MAHAGE ACCESS

ADD OPTIONAL FORM

ADD MEW COMPONENT rlect ent Type — Choose Component — [ ]

DISPLAY COMPONENT STATUS

CHAHGE COMPONENT ORDER

WIEW STATUS HISTORY

The screen updates to display the current Order, Component, Project Title, and
Project Lead for each component of the selected component type. Components
display in the order in which they were added to the application until they are re-
ordered using this feature. Once components have been re-ordered, they will
display in the current (i.e., updated) order.

» Change Component Order

Actions @ Change Component Order @

RETURN TO APPLICATION Tip:

MANAGE ACCESS
ADD OPTIOMAL FORM
ADD NEW COMPONENT et ponent Ty Research L

HSPLAY COMPONENT STATUS

Order Component Project Title Project Lead
546-Research (Research 1) T mple of my 1st Research WHITMAN, WALT
oject.

d example of a Research AUSTEM, JANE

CHAHGE COMPONENT ORDER

VIEW STATUS HISTORY

Research |
UPDATE SUBMISSION STATUS
Research ] Research LEE, HARPER
4 B93-R rch (F 4] Research SHAKESPEARE, WILLIAM
COPY APPLICATION
OELETE APPLCATION _—T— [ Grcol |

Component Type

+ Owerall

+ Carser-Dev

— Research
S4b-Fesearch

2. Use the text box in the Order column for each component being re-ordered to enter
an order value. Make sure to enter a unique value in each Order field. You will
receive an error if you attempt to save the order of components with duplicate order
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values.

You may use decimal numbers (up to 2 places) and negative numbers to avoid re-
numbering every component. For example, to re-order a particular component to
appear between the first and second components, enter that component Order as
1.5.

After updating the values, you can use the Refresh button to display the
components in the updated order. Refreshing the displayed order does not save
the order and you can always use the Cancel button to abort the action, even after
refreshing the screen.

Change Component Order @

"[‘:I E:I:

B soec

Component Project Title Project Lead

)

3. When satisfied with the component order, select the Save button to save your
results and return to the Application Information screen.
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Change Component Order @

Tip:
To change components order, enter a numerical value in the Order field.

Select Component Type Besearch Em

Order Component Project Title Project Lead

1 5d6-Research (Research 1) This is a sample of my 15t Ressarch WHITMAN, WALT
Component Type project.

1 169-Research (Research 3) This is a sample of my 3rd Research AUSTEN, JANE
Component Type project.

3 199-Research (Research 2) This is my 2nd example of a Ressarch LEE, HARFER
component type projeck.

4 B93-Research (Research 4) This is my 4th sample of a Research SHAKESPEARE, WILLLAM

f.nr.upur.rnt Type project

C - ) o e

You can see your changes reflected in the Component Type panel.

Component Type

e Caneoe Do

~

— Research

Sd4b-Research
(Research 1)

169-Research
(Research 3)

+ Training

See Also

« Actions
« Application Information

« Component Information
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4.8.5 Add Optional Forms

Depending on the funding opportunity, optional forms may exist for both single- and
multi-project applications. You can add optional forms using the Add Optional Form
feature. Only the optional forms available for the specific funding opportunity can be
added.

4.8.5.1 Optional Forms for Single Project Applications
To add optional forms to a single-project application:
1. Selectthe Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.

[ )

Add Optional Form
Select the form you wish to add [ --- Select Form --- v ]

2. Choose a form from the drop-down list and select the Submit button to add the
form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

3. Select the tab of the corresponding form to enter information on the form.

4.8.5.2 Optional Forms For Multi-Project Applications

To add optional forms to a multi-project application:
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1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page expand the appropriate component from the
Component Type section.

3. Select a component type to display the Component Information.
The Component Information page opens for the component.
4. Selectthe Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.

Add Optional Form

5. Choose a form from the drop-down list.

6. Selectthe Submit button to add the form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

7. Select the tab of the corresponding form to enter information on the form.

See Also

o Edit Overall Component Forms

o Edit Additional Component Type Forms
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4.8.6 Edit Additional Component Type Forms

The forms of the component may be edited when the status is Work in Progress. The
following lists the basic steps for navigating and enabling forms for editing.

To edit component forms:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page expand the appropriate component from the
Component Type section.

3. Expand the component type to display the components.
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4. Select the appropriate component.

7]

Actions

RETURH T APPLICATION
MAMAGE ACCESS

ADD OPTIOMAL FORM

ADD HEW COMPOMENT
DISPLAY COMPONENT STATUS
CHARGE COMPONENT ORDER

PREVIEW CURRENT COMPOMENT
VALIDATE COMPOMENT
VIEW 5TATUS HISTORY

UPDATE COMPONENT STATUS

+ Owerall

DELETE COMPONENT
COPY APPLICATION
DELETE APPLICATION

Component Tvpe

The Component Information page displays for the selected component.

Prepare an Application

107

January 12,2021



ASSIST User Guide

* Componadt Information

—
Actions o Core
RETURN TO APPLICATION r— -
bbbl | RER Cover | Cover Page | Other Sites Sr/Key || RER Budget RER Research
TR T Supplement  Project Person Subaward Plan
MANAGE ACCESS Informaticn Profile Budget

ADD OPTIONAL FORM

EW COMPY [ i
ALD HEW COMPONENT = Component Information

DISPLAY COMPONENT STATUS
45-Core
CHANGE COMPONENT ORDER
Sample Short Mame  [Update Short Mame)

Core

PREVIEW CURRENT COMPOMENT
VALIDATE COMPONENT Pride & Prejudice and the Human Psyche

VIEW STATUS HISTORY ponent Project Lead|s AUSTEN, JANE

UPDATE COMPOMENT STATUS rganazation: Sample Organization

2013-03-29 09:39:17.000 AM EDT
DELETE COMPONENT

COPY APPLICATION

DELETE APPLICATION & Application Information

739

Component Type PA-D0-000

Crime & Punishment and the Effects on Mental
Health

+ Owerall

DOSTOEVSKY, FYODOR

UNIVERSITY

20012-11-05 03:14:53.000 PM EST

5. Select the tab for the appropriate form.

6. Select the Edit button at the top of the form to open the fields for editing. Selecting
this button reserves the form, enables it for editing, and prevents others from
editing it simultaneously.

7. For forms with grouped sections, all editable data fields are expanded by default
as shown by the selected Expand All checkbox. Unselect the checkbox to
collapse the fields on the form.

NOTE: Individual fields can be expanded (when applicable) by selecting the down
arrow on the right side of the field and collapsed by selecting the up arrow.
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8.

10.
11.

Complete the forms as necessary, paying attention to the validation warnings.
These validations exist to ensure that the proper and required information is
entered correctly. Refer to the help topic titted Form and Field Level Validations for
more information.

For assistance with the information required on this form, please refer to the
appropriate Application Guide.

https://grants.nih.gov/grants/how-to-apply-application-guide.html

For system help with entering data into form fields, refer to the specific form help
topic located in Overall Component Forms and/or Other Components section of the
online help or User Guide.

Select one of the save options at the bottom of the form to save the data:

a. To save the information and keep the form open for further editing, select the
Save and Keep Lock button.

b. To save the information and close the form, select the Save and Release
Lock button

c. For multi-page forms only: To save the data on the current page of the form
and to display a new page for entry, select the Save and Add button. The
Save and Add button is not available on all forms.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

Navigate to the other forms by selecting the corresponding tabs.

When unsaved data exists: When navigating from tab to tab without saving the
data, a warning message displays as follows:

Exiting without saving will result in losing the data entered. Do you wish to save
before exiting?

Return to the form to save the data.

-OR-

Continue to next form without saving.

For security reasons, ASSIST employs a session time-out feature which logs you out of
ASSIST when the system determines that there has been no activity for a specific
amount of time. Before doing so, ASSIST displays a warning message indicating the
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remaining amount of time until the automatic logout occurs. To prevent the automatic
time-out, select the Continue Working button from the warning screen.

4.8.7 Delete a Component
IMPORTANT: This topic is applicable only to multi-project applications.

If you are the Signing Official, Administrative Official, or the PI of the lead organization -
and/or- you have Entire Application Editor privilege, you have access to the Delete
Component feature in ASSIST. The Delete Component features allows you to
permanently delete individual components of any status from the application.

IMPORTANT: Deleting components is a permanent action. Once deleted, a
component cannot be accessed, retrieved, or viewed. There is no way to recover the
component.

NOTE: ASSIST also has a Delete Application feature for deleting an entire application.
Individual components do not need to be deleted first when deleting the entire
application. Refer to the topic titled Delete the Application for steps on deleting entire
applications.

To delete a component:
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1. Open the Summary tab of the component you wish to delete.
2. From the Actions panel, select the Delete Component button.

» Componant Information

|
Actions @ Core
FETURH ED ARPLICATION LS ReR Cover | Cover Page||  Other Sites Sr/Key | RER Budget|  RER Research
Supplement Project Person Subaward Flan
MAHAGE ACCESS Information Profile Budget

ADD OPTIOHAL FORM

ADD HEW COMPONENT &= Component Information

DISPLAY COMPOMENT STATUS
94%-Core

CHANGE COMPONENT ORDER

PREVIEW CURRENT COMPONENT o~

WALIDATE COMPONENT

WIEW STATUS HISTORY Lead(s AUSTEN, JANE

UPDATE COMPONENT STATUS Sample Organization

C DELETE COMPONENT )

COPY APPLICATION

2013-03-29 09:39:17.000 AM EDT

DELETE APPLICATION

& | Application Information

PD/PI Hame: DOSTOEVSKY, FYODOR

zation: UHIVERSITY

2012-11-05 03:14:53.000 PM EST

Sample Short Mame  [Update Short Hame)

Pride & Prejudice and the Human Psyche

Component Type
758
+ Owverall FOM Number: PA-D0-000
Project Title: Crime & Punishment and the Effects on Mental
Health

A confirmation message displays as follows: You are about to delete this
component. Once this component has been deleted you will no longer be able to

retrieve or view it. Do you wish to continue with the delete?
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‘ Continue ' Co Back

3. Select the appropriate action:

You may cancel the action at this point by selecting the Go Back button. If
you choose Go Back, the delete process ends, you return to the summary
tab from which you began, and the following steps are no longer applicable.

—OR-—
To continue with the deletion, select the Continue button.

Upon continuing, a second confirmation displays as follows: Selecting Continue
will remove this component permanently from the application.

4. This warning provides a final means of aborting the deletion. Carefully select the
appropriate action:

To stop the deletion process, select the Go Back button. If you choose Go
Back, the delete process ends, you return to the summary tab from which you
began, and the following steps are no longer applicable.

—OR-

To confirm the action and permanently delete the component from the
application, select the Continue button. Remember that this action is
irreversible. Once the component is deleted, you cannot retrieve it.
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NOTE: You cannot delete a component if one or more of its forms are locked by yourself
or another ASSIST user. If a form is locked, you will see the following error on your
screen after continuing from the second confirmation screen:

The component cannot be deleted as the following form(s) are currently locked by <User
ID> in: <application ID>: <locked form>

The Application Information screen displays with the message Component successfully
deleted. You will also notice that the component has been removed from the left-side
panel of Component Types.

sctions @ Application Information @

MANAGE ACCESS

S Applicatien Informat: INK 10 the bréadcrumbs 2 return 1 I
DISPLAY COMPOMENT STATUS lo Component Successfully deleted D
SPLAY COMPONENT STATUS
o

CHANGE COMPORENT ORIDER

PREVIEW APPLICATION

VALIDATE APPLICATION B Apphcauon Informatlon

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS A t Crime & Punishment and the Effects on Mental
{ealth
DSTOEVSKY, FYODOR
COPY APPLICATION UHIVERSITY

When a component is deleted from an application, the Application Status History reflects
this action. The Status in the history show as Abandoned. The Status Comment will
indicate that the component was deleted by displaying the following Component ID: <ID
number> Deleted, along with the name of the ASSIST user who performed the deletion.

= Wiew Application Status History
jm—

Actions @ Application Status History @

RETURN TO APPLICATION INFO

Status Date = Crabus Statuz Commeant Statuz Type Update Uzar

DISPLAY COMPONENT STATUS

( VIEW STATUS HISTORY _) (:':: OF 12:00:57 PM  Abandoned Component Id : 949 om ) JOVCE
ADD MEW COMPOMEMT - -
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5 Forms Data Entry

The forms of an application can be edited when the status of the application (or of a
multi-project component) is Work in Progress. This topic lists the basic steps for
navigating and enabling forms for editing. Before starting to enter data on a form, be
prepared to enter data marked with an asterisk (*) as these data elements are required to
save the form.

To edit application forms:

1. Select the Return to Application button on the Actions panel to return to the
Application Information page.

2. If you are working on a single-project application, refer to Step 3. For multi-project
applications:

a. From the Application Information screen expand and select the appropriate
component from the Component Type section. After being selected, the
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component will display on the Component Information screen.

@

Actions
RETURH TO APPLICATION
MAMAGE ACCESS
ADD OPTIOMAL FORM
ADD HEW COMPOMNENT
DISPLAY COMPOMENT STATLUS
{HAHGE COMPOHENT ORDER
PREVIEW CURRENT COMPOMNENT
WVALIDATE COMPOMENT
VIEW STATUS HISTORY

UPDATE COMPOMENT STATLIS

DELETE COMPOMENT

COPY APPLICATION

DELETE APPLICATION

Y

Component Tvpe

+ Owverall
+ Admin-Core

+ Ressarch-Core

3. Select the tab for the appropriate form.

Summary

RE&R Cover || Cover Page
Supplement

Other
Project

Infarmation

Sites

Srikey
Person
Profile

Research
Plan

4. Select the Edit button at the top of the form to open the fields for editing. Selecting
this button reserves the form, enables it for editing, and prevents others from
editing it simultaneously.
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5.

For forms with grouped sections, all editable data fields are expanded by default,
as shown by the selected Expand All check box. Unselect the check box to
collapse the fields on the form.

NOTE: Individual fields can be expanded (when applicable) by selecting the down
arrow on the right side of the field and collapsed by selecting the up arrow.

Complete the forms as necessary, paying attention to the validation warnings.
These validations exist to ensure that the proper and required information is
entered correctly. Refer to the help topic titted Form and Field Level Validations for
more information.

For assistance with the information required on this form, please refer to the
appropriate Application Guide.

https://grants.nih.gov/grants/how-to-apply-application-quide.html

Select one of the save options at the bottom of the form to save the data:

a. To save the information and keep the form open for further editing, select the
Save and Keep Lock button.

b. To save the information and close the form, select the Save and Release
Lock button.

c. Formulti-page forms only: To save the data on the current page of the form
and to display a new page for entry, select the Save and Add button. The
Save and Add button is not available on all forms.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

Navigate to and complete the other forms by selecting the corresponding tabs and
following the same steps.

When unsaved data exists: When navigating from tab to tab without saving the
data, a warning message displays as follows:

Exiting without saving will result in losing the data entered. Do you wish to save
before exiting?

Return to the form to save the data.
a. Selectthe Go Back button to return to the unsaved form.

b. Select the button for a save option at the bottom of the form.
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c. Navigate to the next form again.
-OR-

Continue to next form without saving.
a. Selectthe Continue button to move to the selected form without saving the
changes entered onto the current form.
b. Complete the new form as appropriate.
c. Repeat steps for navigating to other forms.

For security reasons, ASSIST employs a session time-out feature which logs you out of
ASSIST when the system determines that there has been no activity for a specific
amount of time. Before doing so, ASSIST displays a warning message indicating the
remaining amount of time until the automatic logout occurs. To prevent the automatic
time-out, select the Continue Working button from the warning screen.

5.1 Human Subjects & Clinical Trials Information Form
5.1.1 Research & Related Other Project Information

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page. For a full list of significant FORMS-F
changes, see the High-level Grant Application Form Change Summary: FORMS-F PDF.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

5.1.1.1 Newin Forms-F

« The Summary page now asks the question, "Does any of the proposed research in
the application involve human specimens and/or data?"

« The explanation attachment is now always available.

o Question 1.4.a — "Does the study involve human participants?" now defaults to
"Yes" and cannot be changed unless the user changes the response to the
question “Are Human Subjects Involved?” on the Other Projects Information form.
Because a study record should be completed only for research involving human
participants, the “No” option is no longer available for this question.

« In study record Section 2 — Study Population Characteristics:

o The inclusion of children is now covered in a new “Inclusion of Individuals
Across the Lifespan” attachment. (2.3.a)
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o The “Women, Minorities, and Children” attachment was relabeled the
“Inclusion of Women and Minorities.” (2.4)

o The “Enrollment of First Subject” field (2.8) has been renamed to “Enroliment
of First Participant” to be consistent with the language used in the Clinical
Trial Questionnaire in Section 1. Also, for post-submission, you do not enter
any information for question 2.8; instead, form instructions direct you to enter
the information in question 6.3.

o A field number, 2.9, has been added to the Inclusion Enrollments Report(s)
field for usability and instruction clarity.

« Inthe Inclusion Enrollment Report, available from Section 2 of the Study Record,
there is a new Inclusion Enroliment Report Title field. The human subjects study
title appears by default for all existing studies and can be changed by the user. For
new users and those with a work in progress study, the title is blank and must be
filled out by the grantee.

« In Section 4 - Protocol Synopsis:

o The Brief Summary attachment was removed and the Narrative Study
Description was renamed to Detailed Description. Information in Brief
Summary prior to June 13, 2020 will continue to be available in the PDF
images of applications and Research Performance Progress Reports
(RPPRs) submitted prior to this change.

o Also in Section 4, the question was added, "Is this an applicable clinical trial
under FDAAA?"

5.1.2 Steps for Filling out the Form

This page walks you through the PHS Human Subjects and Clinical Trials Information
form, which consolidates human subjects, inclusion enroliment, and clinical trial
information previously collected across multiple agency forms.

The human subjects section of the Research & Related Other Product Information form
will need to be completed before opening the Human Subjects and Clinical Trials form.
The first few answers in the R&R Other Product Information form will populate the first
three questions in the Human Subjects and Clinical Trials Information form.
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Summary R&R Cover Cover Page
Supplement

R&R OtherProjectinfo v1.4 @

1. * Are Human Subjects Involved

1.a f YE5 to Human Subjects
Is the project exempt from Federal
regulations?

If wves, check the appropriate
exemption number.

If no, is the IRE review Pending?
IRE Approval Date

Human Subjects Assurance Number

2. * Are Vertebrate Animals Used?

2.a If YES to Vertebrate Animals
Is the IACUC review Pending?

|ACUC Approval Date

Animal Welfare Assurance Humber

3. * s proprietary/privilegped
information included in the
application?

4.a. * Does this project have an actual or
potential impact - positive or
negative - on the environment?

4.b. If yes, please explain:

4,c. If this project has an actual or
potential impact on the
enviranment, has an exemption
been authorized or an
environmental assessment (EA)
or environmental impact
statement (EIS) been performed?

4.d. If yes, please explain:

5. * Is the research performance site
designated, or eligible to be
designated, as a historic place?

Other
Project

Information

Sites

Srikey
Person
Profile

RE&R Budget Research

Plan

o Yes

o Yes
[]1

o Yes

0 Yes

o Yes

o Yes

o Yes

o Yes

o Yes

Research & Related Other Project Information

o Ho

o Ho
(]2

2 Ho

o Mo

o Ho

2 Ho

o Ho

2 Ho

2 Ho

(13 [4

[]s

OME Number: 4040-00
Expiration Date: 12/31/20

* Required fields)

e 7 [s
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The top of the Human Subjects & Clinical Trials form has a reminder to complete the
R&R Other Project Information form first.

[ Applicants must complete the human subjects questions on the R&R Other Project Information form prior to completing this form (M)
. ) Human
Summary R&R Cover Cover Page Other Sites SriKey R&R Budget Research Subiects and
Supplement Project Person Plan I‘:Iini]::I Trials
Informatiol Profile :

PHS Human Subjects and Clinical Trials Information
PHS Human Subjects and Clinical Trials Information v1.0 @

Edit View Burden Statement

Please complete the human subjects section of the Research & Related Other Project Information form prior to
completing this form.

The Summary page will be the first page of the Human Subjects and Clinical Trials form.
This is where you will see the pre-populated answers from the R&R Other Project
Information form regarding Human Subjects. Those pre-populated answers will
determine the content and mandatory actions in the next section of the form.

The first question asks if the proposed research involves human specimens and/or data.
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Applicants must complete the human subjects questions on the R&R Other Project Information form pr

Summary R&R Cover Cover Page Other Sites SriKey R&R Budget
Supplement Project Person
Information Profile

PHS Human Subjects and Clinical Trials Information
PHS Human Subjects and Clinical Trials Information v2.0 @

View Burden Statement

Use of Human Specimens and/or Data

* Does any of the proposed research in the application involve human specimens and/or dat:

Provide an explanation for any use of human specimens and/or data not considered to be
human subjects research.

Please complete the human subjects section of the Research & Related Other Project Informati
this form.

The following items are taken from the Research & Related Other Project Information form ane
reference. Any changes to these fields must be made on the Research & Related Other Project
impact the data items you are required to complete on this form.

Are Human Subjects Involved? ® Yes O No

Is the Project Exempt from Federal regulations? o Yes e No

Exemption number: D 1 [] 2 D 3 [] 4 D 5

If Yes to Human Subjects

Add a record for each proposed Human Subject Study by selecting 'Add New Study'.

In some cases a study cannot have defined plans for human subject involvement per agency p
Studies. In these cases, select 'Add New Delayed Onset Study' to provide the study name and j
of human subjects study information.

Other Requested Information
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« If specimens and/or data are involved, select "Yes" and add a Study Record or
Delayed Onset Study for each proposed Human Subjects study and any Other
Requested Information indicated in the FOA.
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Applicants must complete the human subjects questions on the R&R Other Project Information form prior to completing this form (N)

Summary R&R Cover Cover Page Other Sites SriKey R&R Budget Research Sulr'u-tsa nd
Supplement _Project Person LI Cinical Trials
Information Profile :

PHS Human Subjects and Clinical Trials Information OMB Number: 0925-0001 and 0925-0002
PHS Human Subjects and Clinical Trials Information vi.4 @ e

Edit View Burden Statement * Required field(s)

Please complete the human subjects section of the Research & Related Other Project Information form prior to

completing this form.

The following items are taken from the Research & Related Other Project Information form and displayed here for your
reference. Any changes to these fields must be made on the Research & Related Other Project Information form and may

impact the data items you are reguired to complete on this form.

Are Human Subjects Invalved? ® Yes J O No
i ) Yes ® No
O10:20304050607 08

Is the Project Exempt from Federal regulations?

Exemption number:

If Yes to Human Subjects

Add a record for each proposed Human
In some cases a study cannot have dej
Studies. In these cases, select "Add
of human subjects study informzfon.

udy by selecting "Add Mew Study'.
for human subject involvement per agency policies on Delayed Onset

Other Requested
Information

Ll ENeE il Delete Attachment  View Attachment

Study Record(s)

Attach human subjec nique filenames.

Add New Study Downloa Study Upload Study
Clinical

Study Title Trial? Action

1 ves

Entry #
1 TEST for Documentay

Delayed Onset Study(ies)

Add Hew Delayed Onset Study

Anticipated Last Delete
Study Clinical Submission on Add/Update View
ID  Study Title Trial? Justification Date save Attachment Attachment Action
Added g NS ASSIST_CT_DOnsetStudy12.pdf O
new
delaye

d on

Save and Keep Lock Save and Release Lock Cancel and Release Lock i Remove Form

« An additional functionality available in ASSIST is to download a study to your local
environment to provide to other collaborators to complete and then the completed
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study can be uploaded. The buttons for these functions are to the right of the Add
New Study button.

« For Other Requested Information follow instructions in the funding opportunity
(FOA) regarding the inclusion of other information or attachments. Additionally, for
multi-core applications that share studies, use this area in the affected cores to
reference the study in the Overall core.

IMPORTANT: Studies must only be added once for each application regardless
of how many times they are used by other cores.

NOTE: With regard to Project Exemptions from Federal regulations, those
applicable to NIH are 1, 2, and 4. See this NIH infographic for more detail. A
summary is listed below.

* Exemption 1 - research conducted in an educational setting involving normal
educational practices.

* Exemption 2 - research using educational tests, surveys, interviews, or
observations of public behavior unless identifiable and pose risks. (not collecting
sensitive information). See the infographic for limits on involving children.

* Exemption 4 - secondary research using identifiable information or
biospecimens if publicly available, or recorded such that subjects cannot be re-
identified.

« Add one or more Study Records or Delayed Onset Studies. All study titles must be
unique to your organization. For multi-component applications with shared
protocols, the study should be included in the Overall and the study referred to
using this box.

NOTE: A Delayed Onset Study, marked as an anticipated clinical trial, can fulfill
FOA requirements

Tip: You will not be able to add a regular or delayed study if you answered "No" to
the human subjects question in the R&R Other Project Information form.

« For Delayed Onset Studies, provide a Justification regarding the reasons why the
study cannot be described at the time of submission.
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Tip: For Delayed Onset Studies, multiple studies may be grouped in a single
record.

IMPORTANT: If you change your answer to the "Are Human Subjects Involved"
question on the R&R Other Project Information Form after you have started entering
information into the PHS Human Subjects and Clinical Trials Information form, your
data in the PHS Human Subjects and Clinical Trials Information form may be lost. A
warning pop-up will display:

{

A

5.1.3 Study Record

5.1.3.1 The Study Record consists of five sections:

Section 1 - Basic Information: Title, exemptions, and Clinical Trial information

Section 2 - Study Population Characteristics: Focus, Demographics, IERSs, etc.

Section 3 - Protection and Monitoring Plans: Information regarding PHS issues,
data and safety monitoring, and team structure.

Section 4 - Protocol Synopsis: Study design, purpose, interventions, metric
parameters, etc.

Section 5 - Other Clinical Trial-related Attachments: Area used for any
additional attachments that do not fit the other sections.

Section 6 - Clinical Milestone Plan: Used to record milestone dates and whether
study is an applicable clinical trial under FDAAA.

The bottom of the Study Record includes five buttons:
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» Save and Keep Lock. Save your changes and keep the form locked from further
changes

« Save and Release Lock. Save your changes and release the form to be edited
by others

. Save and Add.

« Cancel and Release Lock. Cancel any changes made and release the form to
be edited by others.

« Remove Study. Removes the current study and saves the deletion.

Save and Keep Lock Save and Release Lack Save and Add Cancel and Release Lock Remaove Study

5.1.3.2 Study Record - Section 1 Basic Information

Section 1 includes basic information and must be completed for all human study records,
both those with or without clinical trials.

PHS Human Subjects and Clinical Trials Information - Study Record 1
PHS Human Subjects and Clinical Trials Information v1.0 @

Edi ¥l Expand All  * Reguired fieldys)
SECTION 1 - BASIC INFORMATION -
*1.1. Study Title (each study title must TEST for Documentation 1

be unique)

* 1.2. Is this Study Exempt from Federal () Yes (@ Mo

Regulations?

1.3. Exemption Number O+10203040ds0ds 701 8

*1.4. Clinical Trial Questionnaire

If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial.

1.4.a. Does the study involve human participants? ® Yes () No

1.4.b. Are the participants prospectively assigned to an ® Yes () No
intervention?

1.4.c. Is the study designed to evaluate the effect of ® Yes () Mo

the intervention on the participants?

1.4.d. Is the effect that will be evaluated a health- ® Yes (O No
related biomedical or behavioral outcome?

1.5. Provide the ClinicalTrials.gov Identifier {e.g., NCTB7654321) for this trial, if applicable

Click the Populate button to retrieve data from ClinicalTrials. gov registration once ldentifier is entered.

Populate

This section includes:
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A Study Title up to 600 characters, which must be unique within your organization.
Exemption question. This is a required question and is system enforced.
Exemption code information. Where the exemption code information provided on
the Other Project Information form was for the application as a whole, this field
asks about exemption code information at the study level.

A clinical trial questionnaire. If you answered Yes to Are Human Subjects
Involved? question on the Other Project Information form, then question 1.4.a
Does the study involve human participants? defaults to Yes and is non-editable. If
you answer Yes to all four questions, the study will be considered a clinical trial
and section 5 appears on the form, requiring you to provide trial-specific data.
Refer to more comprehensive instructions in the How to Apply guides located here;
https://grants.nih.gov/grants/how-to-apply-application-quide.html.

A ClinicalTrials.gov Identifier (NCT number) if available. To populate information
from a trial registered at ClinicalTrials.gov, enter the NCT number in the specified
format and select the Populate button. This feature will do a best effort copy of
form field data as well as attachments. When the copy is done, you should check
the form for completeness.

NOTE: The Human Subjects and Clinical Trials forms in ASSIST and the
ClinicalTrials.gov forms have many fields in common. Collecting the NCT number
in ASSIST positions us for a future exchange data with ClinicalTrials.gov to reduce
data entry and provide more consistent information between systems.

5.1.3.3 Study Record - Section 2 Study Population Characteristics

Section 2 is used to capture conditions and eligibility criteria as well as demographic
information.

This section is required for all human subject studies, unless exemption 4 applies.

For Conditions or Focus of Study, use the Add New Condition button in Section 2 to
enter up to 20 conditions or areas of focus, each of which is limited to 255 characters.
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2.1. Conditions or Focus of Study Action
Mothing found to display

Add New Condition

2.2. Eligibility Criteria

Enter up to 15000 characters

Characters Remaining: 15000
2.3. Age Limits Minimum Age v | Maximum Age e

2.3.a. Inclusion of ERLESE NS Delete Attachment  View Attachment

Individuals Across
the Lifespan

2.4. Inclusion of Women ENL PN E NIl Delete Attachment  View Attachment

and Minorities
2.5. Recruitment and RPN E NIl Delete Attachment  View Attachment
Retention Plan

2.6. Recruitment Status

S

2.7. Study Timeline GG RERINNE  Delete Attachment  View Attachment
2.8. Enrollment of First lfl e

Participant
2.9. Inclusion Enrollment Reports(s)

Add Mew Inclusion Enrcllment Report

Enrollment Location
Entry # Type Enrollment Location Action

Mothing found to display.

If you view this form in Post Submission, then question 2.8 directs you to answer the
Enrollment of First Participant question in section 6.3, which appears only in Post
Submission.

The last item in this section is for inclusion reporting. When you click the Add New
Inclusion Enroliment Report button, the intake form for the inclusion enroliment report
opens. See the IER page for more detail.

5.1.3.4 Inclusion Enrollment Report

Standalone PHS Inclusion Enroliment Report forms are no longer used. Instead, data
collection for up to 20 Inclusion Enrollment Reports has been folded into each Study
Record.
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For specific information, please see the Inclusion Enrollment Reports section of the
SF424 (R&R) application guide.

Click on the Add New Inclusion Enroliment Report button in Section 2 of the Study
Record screen to initiate the Inclusion Enroliment Report.

SECTION 2 - STUDY POPULATION CHARACTERISTICS -

2.1, Conditionz ar Focus of Study fction
Mathing found to display

Add Mew Condition

2.2. Eligibility Criteria

Enter up to 15000 characters

Characters Remaining: 15000

2.3. Age Limits Minimum Age W | Maxdnum Age o

2.3.a. Inclusion of [EERNSEEI NI [clete Sttachment  Wiew Attachment
Individuals Across

the Lifespan

2.4. Inclusion of [EERNSEEI NI [clete Sttachment  Wiew Attachment
Women and
Minorities

2.5. Recruitment and IEERNSEINEINE  [clete Sttachment  Wiew Attachment
Retention Plan

2.6. Recruitment et
Status

2.7, Study Timeline INERGELGE  Delete fttachment  Wiew fttachment

2.8. Enrollment of First Participant (SEE SECTION 6.3)

2.9, Inclusion Enrollment Reportsis)

#dd Mew Inclusion Enrollment Report

Enrollment Location
Entry # Tvpe Enrollment Location hction

! 164568 Domestic

For each Inclusion Enrollment Report, applicants must indicate whether an existing
dataset or resource will be used and whether the enroliment location type is domestic or
foreign.

There are also a few optional fields in the report, including a text entry Comments field.
The Inclusion Enroliment Report Title field should be unique to help you identify the
report. The human subjects study title appears by default for all existing studies but can
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be changed. For new users and those with a work in progress study, the title is blank
and must be filled out.

Human Subjects Summary = Study Record: 1 = Incluzion Enrollment Reports 2

Inclusion Enrollment Report 2 v2.0 @

Edit
* 1. Inclusion Enrollment Enter up to 600 characters
Report Title
Characters Remaining: &00
* 2. Using an Exdsting O Yes OHo
Dataset or Resource
* 3. Enrollment Location ) Domestic ) Foreign
Type
4. Enrollment Mone selected =
Countrylies)
5. Enrollment Locationis) Enter up to 255 characters
Characters Remaining: 2540
6. Comments Enter up to 500 characters

Characters Remaining: 00

Planned and Cumulative enroliment data is entered into two separate tables.
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Planned
Ethnic Categories
Mot Hispanic or Latino Hizpanic or Latino Total
Racial
Categories Female fnale Female Male
Amercan 1]
IndianSAlazka : 0 0 :
Mative
0
Azian . o o .
Mative a 0 0 0 0
Hawailan or
Other Pacific
lslander
Black or 1]
0 I I 0
Afrcan
Amercan
0
White . . . .
fhore than 0
0 I I 0
One Race
Total 1] ] ] I ]

Cumulative (Actual)

Ethnic Categories
Unknown/Maot Repaorted

Mot Hizpanic or Latino Hizpanic ar Latino Ethmicity Total
Unknoow Unknoow Unknoow
ndMot n/Mot niMot
Racial Reporte Reporte Reporte
Categories Female fnale d Female Male d Female Male d
Amercan 1]
IndianSAlazka 0 : 0 : 0 0 0 0 0
Mative
0
tizian I 0 I 0 I I I I I
Mative 0 0 0 0 0 0 0 0 0 0
Hawailan or
Other Pacific
lslander
dlecl air i 0 i 0 i i i i i 0
Afrcan
Amercan
0
White I 0 I 0 I I I I I
fhore than i a 0 0 0 0 0 0 0 0
One Race
Urknown ar 1]
I 0 I 0 I I I I I
Mot Reported
Total 0 a 0 1] 0 0 0 0 0 0

Instructions for Participant Level Data Upload @
Participant level data File (C5V):

Dowenload Participant Lewel Data Template Upload Participant Lewel Data fttachment

> and &dd Cancel and Releas Remove Repg
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Editing Cumulative (Actual) Inclusion counts

There are two ways to edit the existing Inclusion Enrollment Report (IER) data for
Cumulative (Actual) counts:

1. You can update the cells online in the existing report in the web form.

2. You can upload participant-level data using the Upload Participant Level Data
Attachment button. This is required for some applications (see Notes).

Notes:

« If you plan to upload the data, you must use the provided template by clicking the
Download Participant Level Data Template button. This downloads a CSV file
that can be updated with new totals.

« Individual-level participant data on sex/gender, race, ethnicity and age at
enrollment are required in progress reports for competitive applications submitted
for due dates on or after January 25, 2019 (See NIH Guide Notice NOT-OD-18-
116).

To use the template:

« Download the spreadsheet template for entering participant-level data by clicking
the Download Participant Level Data Template button below the Cumulative
(Actual) table. Fill the template with data for the study.

o The columns in the template should not be altered; altering the format or
category titles will result in an error during the uploading process.

o Data may be copied/transferred into the template from another source or
entered directly into the template.

« Once the new totals have been entered into the template and the file has been
saved, use the Upload Participant Level Data Attachment button to upload the
file which will update the Cumulative (Actual) counts in the online web form.
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Cumulative (Actual)
Ethnic Categories

Unknown/Hot Reported
Mot Hispanic or Latino Hispanic or Latino Ethnicity Total
Unlonowmn Unknown Unkerown
Racial Mot /Mot /Mot
Categories Female Male Reported Female Male  Reported Female Male  Reported
American 0
Indian/ Alaska 42 31 0 7 [V 0 0 0 0
Mative
0
Asian 0 0 0 0 0 0 0 0 0
R 0 0 0 0 0 0 0 0 0 0
Hawaiian or
COther Pacific
Islander
Hhe s 676 510 0 15 20 0 0 0 0 1221
African
American
0
White 3526 2663 0 300 214 0 0 0 0
More than 1]
One Race 0 0 0 0 0 0 0 0 0
Unknown or 0
Not Reported 0 0 0 0 0 0 0 0 Q
Total 0 0 0 0 240 0 0 0 1] 240
Need Help @

Participant level data file (C5V):

Download Participant Level Data Template Upload Participant Level Data Attachment

Download Current Participant Level Data Remove Current Participant Level Data
Save and Keep Lock Save and Release Lock Save and Add Cancel and Release Lock

You can click on the Download Current Participant Level Data button to download the
file containing the data for your own records.
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For Planned counts, the cells must be updated online in the report itself.

Planned
Ethnic Categories
Mot Hispamic or Latino Hispanic or Latino Total
Racial
Categories Female Male Female Male
American 2 7 0
Indian/Alaska 4 . o
Mative
Asian 0 0 0 0 ‘
Nat::i‘.-'e D |:| |:| C I:
Hawaiian or
Other Pacific
Islander
Blan?kc-r 676 510 15 10 1211
African
American
White 3526 2663 300 214 0
More than 0
0 0 0 0
One Race
Total 0 0 0 230 230

5.1.3.5 Study Record - Section 3 Protection and Monitoring Plans

This section includes the Protection of Human Subjects attachment. Before filling the
attachment out, read through the application guide instructions for the Protection of
Human Subjects attachment.

All human subjects studies must provide a Protection of Human Subjects attachment
and answer the question regarding multi-site studies. If applicants propose a multi-site
study that will use the same protocol to conduct non-exempt Human Subject research at
more than one domestic site, they need to attach your plan describing how they will
comply with the NIH policy on the use of single-IRB for multi-site research. Note that the
IRB Plan attachment is not required for Forms F version 2.0 and later.
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- Pratection of LWt Et NS Delete Attachment  View Attachment

Human Subjects

3.

3.2. Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one
domestic site?
O Yes ONo O N/A
If yes, describe the
single IRB plan

3.3. Data and Safety LALRS et Ehil  Delete Attachment  View Attachment

Monitoring Plan

Add Attachment  Delete Attachment  View Attachment

3.4. Will a Data and Safety Monitoring Board be O Yes O No
appointed for this study?

3.5. Overall Structure of LGRSt NIl Delete Attachment  View Attachment

the Study Team

The remaining fields in this section — the Data and Safety Monitoring Plan attachment,
question about the use of a Data Safety Monitoring Board, and the Overall Structure of
the Study Team attachment — only apply to studies involving clinical trials, though other
studies can include them if needed.

5.1.3.6 Study Record - Section 4 Protocol Synopsis

Section 4 is the Protocol Synopsis and is only required for study records involving
independent clinical trials.
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SECTION 4 - PROTOCOL SYMOPSIS -

4.1. $tudy Design

+.1.a. Detailed Enter up to 32000 Characters
Description
Characters Remaining: 32000
4.1.b. v
Primary
Purpose

4.1.c. Interventions
Intervention
Type Mame Description action
Mothing found to display

4.1.d. S$tudy Phase v

Is this an HIH-defined Phase Il clinical trial? o Yes @ Ho

4.1.e. Intervention v
Model
4.1.F. Masking O ves OHo
Participant Care Provider Investigator Outcomes Assessor
4.1.g. Allocation v

4.2. Outcome Measures

Type Mame Time Frame Erief Description action
Mothing found to display

4.3. Statistical Design [ELEASENN SN [clete dttachment  Wiew attachment
and Power

4.4, Subject
Participation
Duration

4.5. Will the study use an FDA- O ves OHo
regulated intervention?

4.5.a. If yes, describe the availability of Investigational Product {IP} and Investigational Hew Drug
{IHD}Anvestigational Device Exemption {IDE) status

#dd Attachment Delete Attachment  \Wiew attachment

4.5, Is this an applicable clinical trial under FDAAA? (SEE SECTIOH &.5)

4.7. Dissemination
Plan

Delete attachment VWiew attachment

The protocol synopsis includes:
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« Study Design fields related to:
o A Narrative Study Description, up to 32,000 characters
« A drop-down selection for Primary Purpose
« The type, name and description for up to 20 Interventions
« A drop-down selection for Study Phase
« A drop-down selection for Intervention Model
« Check boxes for Masking Information. If "Yes" is selected, at least one of
the related boxes must be checked.
« A drop-down selection for Allocation

« The ability to provide the name, type, time frame and description for at least one,
but up to 50 Outcome Measures. Character limits for the Name and Time Frame
are 255 characters and the limit for the Brief Description is 999 characters.

« A Statistical Design and Power attachment.

« A Subject Participation Duration attachment with a 255 character limit.

» Question 4.6, Is this an applicable clinical trial under FDAAA, is new. If in pre-
submission, enter the answer to this question in Section 4. If in post-submission,
enter this question in section 6.6. FDAAA refers to the Food and Drug
Administration Amendments Act (FDAAA) of 2007. To learn more, see the
Identifying an Applicable Clinical Trial under FDAAA flowchart.

« A Dissemination Plan attachment used to describe an applicant’s plan for the
dissemination of NIH-funded clinical trial information and how they plan to meet
the expectations of NIH’s new policies including the requirement to register and
report results in ClinicalTrials.gov. Usually, one plan per application is sufficient
and the plan may be attached in multiple studies.

NOTE: If you previously entered information in the Brief Summary field, which was
removed from the form as part of FORMS F changes, that information will be preserved
in the PDF of the form.

The Description, Study Design, and Outcome Measures fields all directly map to fields in
ClinicalTrials.gov.

5.1.3.7 Study Record - Section 5 Other Clinical Trial-Related Attachments

The final section, Section 5, is for Other Clinical Trial-related Attachments. It appears
only for clinical trial study records and only when an attachment is specifically requested
in the funding opportunity announcement (FOA) to which you are applying. If the
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answers to questions 1.4.a through 1.4.d are all Yes, then section 5 appears, as those
questions indicate a clinical trial.

If attachments are required, follow the directions in the FOA and/or contact the indicated
program staff listed in the FOA for further guidance.

SECTION 5 - OTHER CLINICAL TRIAL-RELATED ATTACHMENTS -

5.1. Other Clinical Trial-related Add Attachment

Attachments
Delete on Update View

Appendix File Hame Save Attachment Attachment
Maothing found to display.

Save and Keep Lock Save and Release Lock Save and Add

5.1.3.8 Study Record - Section 6 Clinical Milestone Plan

Section 6 appears only in post-submission in the form HSCT Post Submission to record
key milestone dates. .

Forms Data Entry 138 January 12,2021



ASSIST User Guide

HSCT Fost
Submission

Summary

SECTION 6 - Clinical Trial Milestone Plan
6.1. Study Primary O Anticipated O Actual
Completion Date
6.2. Study Final
Completion Date

O Anticipated O Actual

EE

6.3, Enroliment and randomization
Enrollment Ifl
of the first
participant
{Study Start
Date)

25% of Ifl

planned
enrollment
recruited
by

O Anticipated O Actual

O Anticipated O Actual

50% of
planned
enrollment
recruited
by

73% of Ifl

planned
enrollment
recruited
by

O Anticipated O Actual

i

O Anticipated O Actual

100% of |f| O Anticipated O Actual
planned

enrollment

recruited

by

6.4, Completion of |f| O Anticipated O Actual
primary
endpoint data
analyses

6.5. Reporting of Ifl O Anticipated O Actual
results in
ClinicalTrials.gov

6.6. Is this an applicable O ves OHo
clinical trial under FDAAA?

In question 6.6, FDAAA refers to the Food and Drug Administration Amendments Act
(FDAAA) of 2007. To learn more, see the Identifying an Applicable Clinical Trial under
FDAA flowchart.
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5.1.3.9 Participant Level Data Collection

Participant Level Data rules (including Age):

1. Participant level data collection will include one or more entries with 5 fields: Race,
Ethnicity, Gender, Age, and Age Unit. Data can be uploaded as a CSV file through
ASSIST Ul, or submitted as XML through S2S.

o Race, Ethnicity, Sex/Gender must contain valid values per OMB standards
(consistent with Grants.gov form). For S2S these should be enforced in the
XML schema. - (DAT attached)
m Race values are:
o American Indian
o Asian
o Black
o Hawaiian
o More than one race
o Unknown
o White
2. Age must be a whole number between 0 and 9999 (four digits). Valid Age Units
are Minutes, Hours, Days, Weeks, Months, Years, Ninety Plus, and Unknown. If
the Age Units are any value other than Ninety Plus or Unknown, an Age number is

required. If Ninety Plus or Unknown is specified as the Age Unit, the Age number
must be blank.

5.2 Export and Upload Data to ClinicalTrials.gov

Once clinical trial data has been entered, ASSIST provides options to export the data

and/or to upload it to the ClinicalTrials.gov site. Clink a link below for further information
and instructions.

e Export Human Subjects Data to an XML File to your local drive
» Upload an XML File to ClinicalTrials.gov from your local drive

« Upload Human Subjects Data Directly to ClinicalTrials.gov (without having to
export an XML file)

5.2.1 Upload Human Subjects Data Directly to ClinicalTrials.gov

NIH applicants/awardees can upload study record data available in the Human Subjects
System (HSS) directly to ClinicalTrials.gov, thereby avoiding the need to re-key those
clinical study fields at that site.
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NOTE: In order to upload study data to ClinicalTrials.gov, the study's sponsoring

organization must first have a Protocol Registration and Results System (PRS) account.
If necessary, follow the steps to apply for a PRS account.

1. Log in to eRA Commons and identify the application/award containing the study

record, and then click the Human Subjects link to go to ASSIST.

Application Information

Clinical Trial Pest Submitsion

NOTE: The Export XML appears only for study records that propose a clinical trial

where the user has entered "yes" responses to questions 1.4a through 1.4d on the Study
Record.

2. Click the Export XML button. The CT Gov Export Info window displays.

Checkthe Upload box toview
pddsonal uplead fislds

The Upload chackbox anly appears fo
a chnical trial with an assigned Study

IMPORTANT: The Upload check box only appears for clinical trial study records that
have a study ID, but that do not have an NCT# (the ClinicalTrials.gov identifier), and
that have not been uploaded previously to ClinicalTrials.gov.

4. Check the Upload directly to ClinicalTrials.gov box. Additional upload fields are

displayed and the Export button changes to the Upload to ClinicalTrials.gov
button.
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NOTE: The Organization Name is the one-word name assigned when your Protocol
Registration and Results System (PRS) account was created. The Unique Protocol ID
is a unique identifier up to 30 characters that you chose.

5. Enter the username and password for PRS, and then click the Upload to
ClinicalTrials.gov button. Note that ClinicalTrials.gov requires additional
information to register a trial. This information, as well as any edits must be done in
the PRS system.

If your upload was successful, the following message displays:

You have successfully uploaded your protocol <protocol ID>. To complete
the registration of your clinical trial, you must log into the Protocol
Registration and Results System (PRS) at Clinical Trials.gov
(https.//reqister.clinicaltrials.gov/) and complete the required information.

If your upload was unsuccessful, the following message displays:

The ClinicalTrials.gov upload capability for this study is disabled because an
NCT number is already associated with the study record or the study record
has already been uploaded to ClinicalTrials.gov. If you need to update the
ClinicalTrials.gov information for this study, you need to login into the
Protocol Registration and Results System (PRS) at Clinical Trials.gov.

5.2.1.1 Check Uploaded Data on ClinicalTrials.gov

1. Log into ClinicalTrials.gov PRS with your assigned Organization, Username, and
Password. The Protocol Registration and Results System page displays.

W o ven e o st o

2. Review the uploaded data and add or modify as necessary.

Tip: Tip: For detailed instructions on how to view and modify clinical data on
ClinicalTrials.gov, refer to the PRS help system's page on Modifying a Record in PRS.
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5.2.2 Export Human Subjects Data to an XML File

Use this process to create an XML file on your local disk that contains a copy of the
study's Human Subjects Study (HSS) data.

NOTE: If you are the ClinicalTrials.gov "responsible party" user, you have the option to
upload your study's HSS data directly, without having to create an XML file yourself. To
do so, follow the instructions at Upload XML Data to ClinicalTrials.gov. Note that the
PRS account is granted to an organization by ClinicalTrials.gov. Each organization
decides who can use the account to upload studies to CTG. Thus, the “responsible
party” could be the signing official or some other official from the organization. If
necessary, apply for a PRS account and then proceed with the steps below.

Tip: If you are the ClinicalTrials.gov "responsible party" user, you have the option to
upload your study's HSS data directly, without having to create an XML file yourself. To
do so, follow the instructions at Upload Study Data Directly to ClinicalTrials.gov.

1. Log in to eRA Commons and identify the application/award containing the study
record. Click the Human Subjects link to go to ASSIST.

Application Information

Clinical Trial Pest Submitsion

2. Click the Export XML button to display the CT Gov Export Info window .

NOTE: The Export XML button is displayed only for Clinical Trial Studies, which
are studies that have "yes" responses to all four of questions 1.4a through 1.4d on
the Study Record.
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NOTE: The Organization Name is the one-word name assigned when your
Protocol Registration and Results System (PRS) account was created. The
Unique Protocol Identification Number can be any unique identifier that you
chose up to 30 characters in length.

3. Complete the Organization Name and the Unique Protocol ID Number fields, and
then click the Export button. (Leave the Upload check box blank)

The XML file is saved to your computer's default download folder.
5.2.3 Upload an XML File to ClinicalTrials.gov

A signing official (SO) can use an XML file with Human Subjects Study (HSS) data to
populate corresponding data fields at ClinicalTrials.gov. (Refer to Export Human
Subjects Data to XML for instructions on creating the XML file.) Once you have the XML
file, follow the steps below to upload its data to ClinicalTrial.gov.

Tip: Signing officials also have the option to use a simplified upload process that
uploads HSS data directly to ClinicalTrials.gov without having to create a separate XML
file. To use this simplified method, follow the instructions at Upload Human Subjects
Data Directly to ClinicalTrials.gov.

NOTE: In order to perform an upload to ClinicalTrials.gov, the sponsoring organization
must have a PRS account. If necessary, follow the steps to apply for a PRS account.
Once this account exists, follow the steps below upload the data in the XML file to
ClinicalTrials.gov.

For more detailed instructions on how to upload data to ClinicalTrials.gov, refer to the
PRS User Guide.

1. Log into ClinicalTrials.gov PRS with your assigned Organization, Username, and
Password. The Protocol Registration and Results System page displays.

@ o

ST ClaalTriss go PR Lo

B [ fem Fpeeie ook e
ClinicalTrials gov PRSY

Profocol Registrarion aad Reanls Syssem
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2. Click on Records and select Upload Record XML from drop-down list. The Upload
XML screen displays.
3. Click the Upload button.

If your upload was successful, the following message displays:

You have successfully uploaded your protocol <protocol ID> to
ClinicalTrials.gov. To complete the registration of your clinical trial, you must
log into the Protocol Registration and Results System (PRS) at
ClinicalTrials.gov (https./register.clinicaltrials.gov/)

If your upload was unsuccessful, the following message displays:

The ClinicalTrials.gov upload capability for this study is disabled because an
NCT number is already associated with the study record or the study record
has already been uploaded to ClinicalTrials.gov. If you need to update the
ClinicalTrials.gov information for this study, you need to login into the
Protocol Registration and Results System (PRS) at ClinicalTrials.gov.

NOTE: This process populates data fields at ClinicalTrials.gov that correspond with data
fields in HSS. Since the data imported from the NIH HSS is only a subset of the
information required by ClinicalTrials.gov, you will see warnings that PRS requires
additional information.

5.3 Non-Research Forms

Applications for non-research funding opportunities may require additional forms or the
existing forms may be used differently. This section details the forms and processes
used for each in conjunction with non-research applications.

5.3.1 SF424 (Application for Federal Assistance)

This form must be completed by applicants for all non-research grants.

This is part of the application package and is accessed from the FOA.
5.3.2 SF424-A (Budget Information — Non-Construction Programs)

This form is designed so that an application can be made for funds from one or more
grant programs. Fill out Sections B, C, and E of the SF-424A. It is highly recommended
that you use the sample budget format in Appendix J. This will expedite review of
your application.

In preparing the budget, adhere to any existing federal grantor agency guidelines which
prescribe how and whether budgeted amounts should be separately shown for different
functions or activities within the program.
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Instructions for the form are found here: https://grants.nih.gov/grants/how-to-apply-
application-guide.html

Source: Grants.gov Application Kit Package
5.3.3 SF424-B (Assurances for Non-Construction)

You must read the list of assurances provided on the SAMHSA website and check the
box marked ‘I Agree’ before signing the first page (SF-424) of the application.

The instructions for this form are found here: https://grants.nih.gov/grants/how-to-apply-
application-guide.html

Source: SAMHSA Website; https://www.samhsa.gov/grants/applying/forms-resources

5.3.4 SF424-C (Budget Information for Construction Programs)

Instructions may be found here: hitps://grants.nih.gov/grants/how-to-apply-application-
guide.htm

5.3.5 SF424-D (Assurances for Construction Programs)

Instructions are located here: https://grants.nih.gov/grants/how-to-apply-application-
guide.htm

5.3.6 HHS Checklist

The HHS Checklist ensures that you have obtained the proper signatures, assurances,
and certifications. You must complete the entire form, including the top portion ("Type of
Application") indicating if this is a new, noncompeting continuation, competing
continuation, or supplemental application. The BO and PD/PI contact information (Part
C), and your organization’s nonprofit status (Part D, if applicable) must be completed as
well.

5.3.7 Project Abstract Summary

Your total abstract must not be longer than 30 lines. It should include the project name,
population(s) to be served (demographics and clinical characteristics),
strategies/interventions, project goals and measurable objectives, including the number
of people to be served annually and throughout the lifetime of the project, etc. In the first
five lines or less of your abstract, write a summary of your project that can be used, if
your projectis funded, in publications, reports to Congress, or press releases.
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5.3.8 Budget Narrative

Applicants must include a detailed Budget Narrative in addition to the Budget Form SF-
424A.

« In order to determine whether costs are allowable, allocable, and reasonable,
please explain how each of the budgeted amounts was determined.

« Personnel -describe the role and responsibilities of each position.

« Fringe Benefits dist all components of the fringe benefit rate.

« Travel -provide (if applicable) the following information: Airfare per staff, # of staff
attending ea. meeting, lodging per staff, # of days, per diem rate, mileage, etc.

« Supplies -generally self-explanatory; however, if not, describe need.

« Contractual -explain the need for each contractual arrangement and how these
components relate to the overall project.

« Other -each category must be listed.

5.3.9 Project/Performance Site Location(s)

The purpose of this form is to collect location information on the site(s) where work
funded under this grant announcement will be performed.

5.3.10 Project Narrative

The application must address how the applicant will implement and meet the goals and
objectives of the program. Applicants must attach their project narrative file (Adobe PDF
format only) inside the Project Narrative Attachment Form. See the FOA: Part | for
specific guidance.

5.3.11 SF-LLL (Disclosure of Lobbying Activities)

Federal law prohibits the use of appropriated funds for publicity or propaganda purposes
or for the preparation, distribution, or use of the information designed to support or defeat
legislation pending before Congress or state legislatures. You must sign and submit this
form, if applicable.

5.3.12 Other Attachments

The specific Funding Opportunity Announcement (FOA) will specify if additional forms,
available on SAMHSA's website, will be required for an application. Additional form
links and details can be found here: https://www.samhsa.gov/grants/applying/forms-
resources.

Forms may include:
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Biographical Sketches and Job Descriptions
Biographical Sketches

Existing curricula vitae of project staff members may be used if they are updated and
contain all items of information requested below. You may add any information items
listed below to complete existing documents. For development of new curricula vitae
include items below in the most suitable format:

1. Name of staff member

2. Educational background: school(s), location, dates attended, degrees earned
(specify year), major field of study

Professional experience

Honors received and dates

Recent relevant publications

Other sources of support [Other support is defined as all funds or resources,
whether federal, non-federal, or institutional, available to the Project
Director/Program Director (and other key personnel named in the application) in

2R

direct support of their activities through grants, cooperative agreements, contracts,

fellowships, gifts, prizes, and other means.]

Job Description

Title of position

Description of duties and responsibilities

Qualifications for position

Supervisory relationships

Skills and knowledge required

Personal qualities

Amount of travel and any other special conditions or requirements
Salary range

Hours per day or week

©®NOoORODN=

Confidentiality and SAMHSA Participant Protection/Human Subjects

In Section F of your application, you must describe procedures relating to Confidentiality,

Participant Protection, and the Protection of Human Subjects Regulations.
HHS 690

Every grant applicant must have a completed HHS 690 form (PDF) on file with the
Department of Health and Human Services.

Charitable Choice Form - SMA 170
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Delete this if not applicable to your program. This form is required only for programs
offering substance abuse prevention or treatment services: Applicants for this program
are required to complete the Assurance of Compliance with SAMHSA Charitable Choice

Statutes and Regulations Form SMA 170.

SAMHSA Assurances for Non-Construction Programs

Form SF-424B located here; https://www.samhsa.gov/sites/default/files/samhsa-
assurances-sf424b-v1.1.pdf

SAMHSA List of Certifications

This list pertains to Lobbying, Program Fraud Civil Remedies Act (PFCRA), and
Environment Tobacco Smoke. The form is located here;
https://www.samhsa.gov/sites/default/files/listofcertifications.pdf

5.4 SF 424 R&R Cover

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

For guidance on completing the form in the ASSIST system, refer to the steps below:
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1. Select the Edit button to enable the form for editing.

Summary [l Cover Page  Othar fites Srikey Revearch
Supplement  Praject Parsce Plas
Indes matian Preiile

Application for Federal Assistance

@

4 4 4 4 1 4 4 4 4 4 4 4 4 4 4 4

4 4 4 4

2. Complete the required fields for each section. Required fields are marked with
asterisks (*).

Some information, including the organization details in the Applicant Information
section and the fields within the Project Director/Principal Investigator Contact
Information section, is carried over from the application initiation. These fields are
disabled for editing and are read-only.

The Descriptive Title of Applicant's Project is also carried over from the
Application Project Title provided on the Initiate Application page; however, this
field may be edited if necessary.
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Tip: For components in multi-project applications, you can use the Populate from
Overall component's R&R cover button to auto-populate the fields in Section 5
with information entered on the Overall component R&R Cover form.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

5.5 PHS 398 Cover Page Supplement

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

5.5.1 Newin Forms F

« A new Human Fetal Tissue section has been added to the PHS 398 Cover Page
Supplement form.

« You must answer the question, "Does the proposed project involve human fetal
tissue obtained from elective abortions?"

« Ifyes, provide two attachments:

o The HFT Compliance Assurance and the HFT Sample IRB Consent forms.
These changes allow NIH to accurately identify applications proposing the
use of human fetal tissue and help applicants provide the required
information.

5.5.1.1 For guidance on completing the form in the ASSIST system, refer to the
steps below:

1. Select the Edit button to enable the form for editing.

2. Complete the required fields for each section. Required fields are marked with
asterisks (*).
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Application Information @

Summary  HER Cover Other Sites SefKey RAR Budget  Ressarch
Project Person Plan
Infarmation Profile

PHS 398 Cover Page Supplement
PHS398 CoverPageSupplement v5.0 @

1. Vertebrate Animals Section
Are vertebrate animals o Yes o Ho
euthanized?

¥ “Yes™ to euth.

s method consistent with o Yes © Ho
Americ rinary Medical
Association (AVMA) gui
I "Ho™ to AVMA guidelines,

describe method and provide

elines?

schentific jus
2. * Program Income Section

m income O Yes O Ho
ng the

b the grant
suppart s requested?

If you checked “Yes™ above |
it and source(s), Oth

Budget Periad Anticipated Amount (5) Seurce(s)

dicating that pr

wise, leave this sect

Add Income Budge t Period

3. Human Embryonic Stem Cells Section

* Dowes the proposed project o Yes o Ho
an embryonic

referenced at t
[ specific s
Cell Line(s): (Example: 0004)

cell line cannot be referenced at this tim

4. Human Fetal Tissue Section

* Does the proposed project o Yes o Ho
in fetal tissue

Fnvalve
obtained from elective
abort
W “Yas™ then provide the
HFT Compliance
Assurande

f Yes™ then provide the
HFT Sample IRE Consent
Form

s

5. Inwventions and Patents Section (for Renewal applications)
* Inventions and Patents Q ¥es O Mo

If "Yes™ then answer the follow

* Previously Reported e Mo

6. Change of Investigator/Change of Institution Section

O Change of Project Director/Principal Investigator
Mame of former Project Director/Principal investigator

Prefix
* First Hame

Middle Na

* Last Hame

Sarffie

[ thange of Grantee Institution

itution

* Mame of forme

if a specifi

sed:

. One from the registry will be used.

t the

¢ stem cell line cannot be

w Attachment

Yiew Attachment

Release Lock
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Some information, including the Project Director/Principal Investigator section
and the contact name within the Applicant Organization Contact section, is
carried over from the application initiation. These fields are disabled for editing and
are read-only.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

5.6 Research & Related Other Project Information

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

For guidance on completing the form in the ASSIST system, refer to the steps below:
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1. Select the Edit button to enable the form for editing.
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Summary R&R Cover  Cover Page p?to';:; Sites Srikey RER Budget Research Human
Supplement 5 Person Plan Subjects and
ElcUmation Profile Clinical Trials

Research & Related Other Project Information

R&R OtherProjectinfo v1.4 @ Sl
* Required field(s)
1. * Are Human Subjects Involved ® Yes 0 No
1.a If YES to Human Subjects
Is the project exempt from Federal o Yes o No
regulations?
If yes, check the appropriate exemption D 1 |:| 2 I:l 3 D 4 D 5 D 6 |:| 7 D 8
number.
If no, is the IRE review Pending? ® Yes © No
IRB Approval Date 10/03/2017

Human Subjects Assurance Number
2. * Are Vertebrate Animals Used? o Yes o No

2.a If YES to Vertebrate Animals
Is the IACUC review Pending? o Yes © No
IACUC Approval Date
Animal Welfare Assurance Number
3. * Is proprietary/privileged information o Yes o No
included in the application?
4.a. * Does this project have an actual or o Yes @ No
potential impact - positive or negative
- on the environment?
4.b. If yes, please explain:
4.¢. If this project has an actual or o Yes © No
potential impact on the
environment, has an exemption
been authorized or an
environmental assessment (EA) or
environmental impact statement
(EIS) been performed?
4.d. If yes, please explain:
5. * Is the research performance site O Yes @ No
designated, or eligible to be
designated, as a historic place?
5.a. If yes, please explain:
6. * Does this project involve activities o Yes @ No
outside of the United 5States or
partnerships with international
collaborators?

6.a. If yes, identify countries:

6.b. Optional Explanation:

-~

. * Project Summary/Abstract Project_Summary.docx

View Attachment

8. " Project Narrative Project_Narrative.docx

View Attachment

9. Bibliography & References Cited View Attachment

10. Facilities & Other Resources View Attachment

11. Equipment View Attachment

12, Other Attachments

Attachment File Name Attachment
Mothing found to display.
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2. Complete the required fields for each section. Required fields are marked with
asterisks (*).

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.
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Summary R&R Cover Cover Page Pro Sites Srikey R&R Budget Research Human
L | formation Person Plan Subjects and
Profile Clinical Trials
Research & Related Other Project Information
R&R OtherProjectinfo v1.4 @ '
Edit
1. * Are Human Subjects Involved ® Yes Mo
1.a If YES to Human Subjects
Is the project exempt from Federal regulations? ! Yes (@ No
If yes, check the appropriate exemption number. 1 2 3 4 5 6 7 8
If no, is the IRB review Pending? ® Yes (U No
IRB Approval Date 10/03/2017 [
Human Subjects Assurance Number
2. * Are Vertebrate Animals Used? ! Yes (® No
2.a If YES to Vertebrate Animals
Is the IACUC review Pending? Yes No
IACUC Approval Date —
Animal Welfare Assurance Number
3. * Is proprietary/privileged information Yes ® No
included in the application?
4.a. * Does this project have an actual or potential impact - Yes ® No
positive or negative - on the environment?
4.b. If yes, please explain:
4.c. If this project has an actual or potential impact on Yes No
the environment, has an exemption been
authorized or an environmental assessment (EA)
or environmental impact statement (EIS) been
performed?
4.d. If yes, please explain:
5. * Is the research performance site designated, or ) Yes (8 No
eligible to be designated, as a historic place?
5.a. If yes, please explain:
6. * Does this project involve activities outside of the ) Yes (® No
United States or partnerships with international
collaborators?
6.a. If yes, identify countries:
6.b. Optional Explanation:
7. * Project . R TR =4l Replace Attachment | Delete Attachment | View Attachment
Summary/Abstract
8. " Project Narrative ISR =il Replace Attachment | Delete Attachment | View Attachment
9. Bibliography & LRLIEREN L Delete Attachment  View Attachment
References Cited
10. Facilities & Other PEERNEL BN Delete Attachment  View Attachment
Resources
11. Equipment INLPNETILENIE  Delete Attachment  View Attachment
12. Other Attachments
Delete on Update View
Attachment File Name Save Attachment Attachment
Mothing found to display.
Save and Keep Lock Save and Release Lock Cancel and Release Lock
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5.7 Project/Performance Sites

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.7.1 Primary Performance Site

1. Select the Edit button in the Primary Performance Site section of the page.

Summary | RER Cover | Cover Page Other SrMfary Rixsar ch
Supplement  Project Person Flan
linifior mation Profile

Primary Performance Site @

Organization Hame DU Address Action

Project/Performance Site Location(s)

Entry & Urganization Hame DUNS Address Action

Forms Data Entry 158 January 12,2021


http://grants.nih.gov/grants/how-to-apply-application-guide.htm
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-026.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-026.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-047.html
https://grants.nih.gov/grants/ElectronicReceipt/files/Annotated_Forms_General_FORMS-F.pdf

ASSIST User Guide

The Project Performance Site Primary Location section opens for editing.

Summary RE&R Cover Cover Page Other s SriKey R&R Budget Research Human
Supplement Project Person Plan Subjects and
Information Profile Clinical Trials
Project/Performance Site Locations Summary
Project/Performance Site Location(s) 4
PerformanceSite v2.0 @ )
Edit Required field(s)

| am submitting an application as an individual, and not on behalf of a company, state, local or tribal povernment,
academia, or other type of organization

Project Perfarmance Site Primary Location

Populate from R&R Cover

Organization Name

DUNS Number
(e.g. 123456789 or
1234567891234)

* Street 1
Street 2

* City
County/Parish
State --- Select State --- v
Province

* Country UNITED STATES v

Tip/Postal Code

Project/Performance
Site Congressional
District

(e.g. CA-012, outside
the U.5. enter 00-000)

Save and Keep Lock Save and Release Lock Save and Add Cancel and Release Lock

2. Optional: Select the Populate from this component's R&R Cover button to
populate the fields with the Applicant Information entry from the application's
R&R Cover.

3. Complete the required fields and any other appropriate information. Required
fields are marked with asterisks (*).

Forms Data Entry 159 January 12,2021



ASSIST User Guide

4. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the
Save and Keep button.
b. To save the information and close the form, select the Save and Release
Lock button.
c. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

The Edit and View buttons can be used to edit or view the added Primary Performance
Site information.

5.7.2 Project/Performance Site Location(s)

1. Selectthe Add Site button in the Project/Performance Site Location(s) section to
add additional sites.

Summary | RER Cover | Cover Page Orthaer SEMary Reasarch
Supplement  Project Perion Plan
Iinfor mation Profile

Primary Performance Site @

Organization Name DUNG Address Action

Project/Performance 5ite Location(s) @

Entry # Organization Hame DUNS Address Ac tion

The Project Performance Site Location section opens for editing.
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Sumrmary RE&R Cover Cover Papge Other SriKey R&R Budget Research Human
Supplement Project Person Plan Subjects and
Information Profile Clinical Trials

Project/Performance Site Locations Summary

Project/Performance Site Location(s) OMB Number: 4040-0010
PerformanceSite v2.0 @ o '

Edit Required field(s)

|l I am submitting an application as an individual, and not on behalf of a company, state, local or tribal government,
academia, or other type of organization

Project Performance Site Primary Location

Populate from R&R Cover

Organization Name

DUNS Number
(e.g. 123456789 or
1234567891234)

* Street 1
Street 2

* City
County/Parish
State --- Select State --- v

Province

* Country UNITED STATES ¥

Zip/Postal Code

Project/Performance
Site Congressional
District

(e.g. CA-012, outside
the U.5. enter 00-000)

Save and Keep Lock Save and Release Lock Save and Add Cancel and Release Lock

2. Optional: Select the Populate from this component's R&R Cover button to
populate the fields with the Application Information entry from the component's
R&R Cover.

3. Enterthe required fields and any other appropriate information.
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4. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the

Save and Keep button.

b. To save the information and close the form, select the Save and Release
Lock button.

c. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

The Edit, Remove, and View buttons can be used to edit, remove, or view a
Project/Performance Site Location.

Summary | RER Cover | Cover Page Orther Sy Rasaearch
Supplemant  Project Perion Plan
Infor mation Prodile

Primary Performance Site ‘@

Organization Mame DS Address Ac Hon

[ Edit J View

Project/Performance 5Site Location(s) [ Add Site |

Entry # Organization Hame DS Address Action

5.8 Senior/Key Person Profile

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT-
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.
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For guidance on completing the form in the ASSIST system, refer to the steps below.

5.8.1 Profile - Project Director/Principal Investigator (Project Lead)

The Project Director/Principal Investigator (Project Lead for components of a multi-
project application) information is carried over from the details entered during the
application initiation. Depending on the privileges assigned to you, this information can

be edited and/or viewed.

To view the information, select the View button in the Action column for the PD/PI entry
in the PROFILE-Project Director/Principal Investigator section of the page.

Summary = RER Cover Cover Page Other Sites :‘ iy Rasearch
supplement  Project P";‘.:" Flan
Invfoer Pratican )

PROFILE - Project Director/Principal Investigator @

POV Pl Hame Project Role

PROFILE - Senior/Key Person(s)

Sr/Key Person Project Role

Acbon

AC Bon

EED

To edit the information, perform the following steps:
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1. Select the Edit button in the Action column for the PD/PI or (Project Lead) entry.

Summary | R&R Cover || Cover Page Orthaer Sites :rmﬂ' Rassarch
Supplement  Project P‘:.‘,I"" Flan
Informaticn i

PROFILE - Project Director/Principal Investigator @

PDJ/P Hame

Project Role Acton
Craphan Crans PO/ Edit View
PROFILE - Senior/Key Person(s) IETEILEN
Ho ite ou
Entry # SriKey Person Project Role Action

MHothing found to display.

The Research & Related Senior/Key Person Profile (Expanded) section displays
for the PD/PI (or Project Lead).
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Sumemary | RBR Cover || Cover Page Othar Shtes Retaarch
Supplamasnt Pld;h‘l Plam
Information
Barson &
Research & Related Senior/Key Person Profile (Expanded)
R&R Key Person Expanded v2.0
PROFILE - Project Director/Principal Investigator
o =L n
Populate fields from Credentials
h
Selact Suffix B
I
J w
UNITED STATES b
Save and Keep Lock Save and Release Lock [ Save and Add JJ

2. Update the appropriate fields.
3. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the
Save and Keep Lock button.
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b. To save the information and close the form, select the Save and

Release Lock button.

c. To save the data on the current page of the form and to display a new page

for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not

save any of the entered information onto the form.

5.8.2 Profile - Senior/Key Person(s)

Depending on the privileges assigned to you, actions are available for viewing, adding,
editing, and/or removing senior/key persons on a project.

5.8.2.1 Adding Senior/Key Person

1.

Select the Add Sr/Key button from the PROFILE - Senior/Key Person(s) section of

the page.

ey
Parsomn
Prodile

Summary = RER Cower Cover Page Oither Sites
Supplement  Project
Iinformation

Farsearch

PROFILE - Project Director/Principal Investigator @

PROFILE - Senior/Key Fersnn{s}

Entry & SriKey Parson Praject Rale

POV Hama Praject Role

AcHon

A tion

| Edit | View ]

The Research & Related Senior/Key Person Profile (Expanded) section displays

for the new Senior/Key Person.
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Summary | R&R Cover | Cower Page Other Sites Research
Supplemant | Project Plan
Information
& W LA
Research & Related Senior/Key Person Profile (Expanded)
R&R Key Person Expanded v2.0 0
PROFILE - Senicor/Key Person 1
Populate fields from Credentials
P o
T e W
w
UHITED STATES b
p ole - W
Add Attachment
Save and release Lock

2. Enter the person information using one of the following methods:

a. Select a name from the Add Sr/Key from other component drop-down list to
choose a person from another component and click the Add button.
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Summary | RER Cover  Cover Page Other Sitex

Supplement Project
Information

Rassarch
Plan

SriKey Parson Summary

Research & Related Senior/Key Person Profile (Expanded)
R&R Key Person Expanded v2.0 o

PROFILE - Senior/Key Person 1

Fopulate flelds from Credentials

-OR-

b. Enterthe eRA Commons ID of a person into the Credential field and select

the Populate fields from Credentials button to populate the information based
on the eRA Commons ID.

Summary | RE&R Cover  Cover Page Other Sites
Supplemant | Project
Information

Ressarch
Plan

Sr/Key Person Summary

Research & Related Senior/Key Person Profile (Expanded)
R&R Key Person Expanded v2.0 ©

PROFILE - Senicr/Key Person 1
Choose a Person bl m

Populate fields from Creﬂenl:i.a

-OR-
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c. Manually enter the first name, last name, address, and phone number
information for the person.
3. Select a role for the person from the Project Role drop-down list.
Complete any of the relevant optional fields.
5. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the
Save and Keep Lock button.
b. To save the information and close the form, select the Save and
Release Lock button.
c. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

s

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

The entered person displays on the Sr/Key Person Summary.

tummary | RER Cowver Cover Page Othaer Sites Rasearch
Supplement  Project

Irifiaar mation

Persan
Profile

PROFILE - Project Director/Principal Investigator @

POYPI Hame Project Role Action

PROFILE - Semior/Key Person(s)

Entry & ariKey Person Preject Role Action

5.8.2.2 Viewing & Editing Senior/Key Person(s)

Select the View button to view the details of the person entry.
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Summary | RER Cower || Cover Page

Supplemaent

Sy
Parion

Other
Project
Information

it Rarssarch

Profile M

PROFILE - Project Director/Principal Investigator @

POYPI Hame Project Role ActHon
stephen Cra PRI Edit
PROFILE - Senior/Key Person(s) WREREEL]
One item found.
Entry # Sr/Key Person Project Role Action
1 Wiliam Shakespeare Co-lmvestgator
To edit the person entry, perform the following steps:
1. Select the Edit button for the person entry.
Summary || RE&R Cover || Cover Page Other Sites :"r"r-‘_' Rasearch
Supplement  Project T Flan
Infoer Pratican Profile
PROFILE - Project Director/Principal Investigator @
POSPI Hame Project Role Arcton
stephen Cra FDVPI Edit
PROFILE - Senior/Key Person(s) WEREELE]
One item found.
Entry & LriKey Person Project Fole ActHon
1 Wiliam Shakespears Co-lnvesigator w

2. Enter the appropriate fields.

3. Select one of the save options at the bottom of the form to save the data:

a. To save the information and keep the form open for further editing,
Save and Keep Lock button.

b. To save the information and close the form, select the Save and
Release Lock button.

select the
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c. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

5.8.2.3 Removing Senior/Key Person(s)

To remove a senior/key person:

1. Select the Remove button for the person entry.

Stummary = RER Cower Cover Page Other Sitet :" iy Research
Supplement Project P:;?l: Plan
Infer Pratican -

PROFILE - Project Director/Principal Investigator @
PO/ Hame Project Role Acton

PROFILE - Senior/Key Person(s)

SriKey Person Project Role EE ol

Entry

A pop-up window displays confirming the deletion.

2. Select the Continue button to confirm the removal of the senior/key person entry
(selecting Go Back returns the Sr/Key Person Summary without removing the
entry).

The Sr/Key Person Summary updates with the selected person removed from the
PROFILE - Sr/Key Person(s) list.

5.9 Research & Related Budget

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.
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NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

ASSIST users who have been granted budget authority (View or Edit) may add, edit,
and/or view budget information using the R&R Budget tab.

NOTE: If a user does not have the View or Edit budget authority, the R&R Budget tab
does not display among the tabs for other component forms.

For guidance on completing the form in the ASSIST system, refer to the steps below.

IMPORTANT: Depending on the opportunity, you may be able to add up to five or ten
budget periods. Refer to your FOA.

5.9.1 Adding Budget Period 1

To add budget information for Period 1:
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1. Select the Edit button to enable the form for editing.

* Organizational DUNS
(e.g. 123456789 or
1234567891234)

* Budget Type

Budget Period: 1

I

. * Senior{/Key Person /

. Equipment Description

(]

D. Travel
E

-

. Other Direct Costs

. Direct Costs

(]

H. Indirect Costs

J. Fee
K. Total Costs and Fee

L * Budget Justification

* Enter Name of Organization

R&R Budget v1.4 @

® Project © Subaward/Consortium

* Start Date

* End Date

. Other Personnel

. Participant/Trainee Support Costs

|. Total Direct and Indirect Costs

Summary R&R Cover Cover Page Other Srikey RER Budget Research Huma
Supplement Project Person Plan Subjects
Information Profile Clinical T
Period 1  Cumulative
Research and Related Budget - Period 1 OME Nu
Expiration

|| Expand All * R

The Orgamizational DUNS and Enter Name of Organization on the Project Budget are populated from the Applicant
Organization Information on the 5F 424 (R&R) Cover. If you wish to change these items, please do so on the 5F 424 (R
you will not be able to edit the response here.

1234567390000

UNIVERSITY OF S0UTH CAROLINA AT COLUMELA

2. Complete the budget information as appropriate. Required fields are marked with

an asterisk (*).
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3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

First half of the Research and Related Budget form:
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Summary R&R Cover Cover Page Other Sites SriKey REF Budeot Research Human
Supplement Project Person Plan Subjects and
Information Profile Clinical Trials
Period 1 Cumulative Add Period
Research and Related Budget - Period 1
E 9
R&R Budget v1.4 @
Edit
¥ Expand All * Reguired field(s)
The Organizational DUNS and Enter Name of Organization on the Project Budget are populated from the Applicant
Organization Information on the 5F 424 (RER) Cover. If you wish to change these items, please do so on the 5F 424 (R&R) Cover;
you will not be able to edit the response here.
* Organizational DUNS 1234567890000
{e.g. 123456789 or
1234567891234)
* Enter Name of Organization UNIVERSITY OF SOUTH CAROLINA AT COLUMBIA
* Budget Type * Project Subaward/Consortium
Budget Period: 1 * Start Date Ifl
* End Date [
A. * Senior/Key Person / B. Other Personnel —
A. Senior/Hey Person
Funds
Base Months Requested Fringe Requested
Person Name Project Role Salary (5) Cal. Acad. Sum. Salary (5) Benefits (5) (5) Action
v po/p =
FINDOUT
Add Sr/Key Perso
Additional Senior/Key . |  Add Attachment Delete Attachment View Attachment
Persons
Total Funds requested for all Senior/Key Persons in the 5
attached file
Total Senior/Key Person 5 [ U.DO.
B. Other Personnel
Number Months
of Requested Fringe Benefits Funds
Personnel Project Role Cal Acad. Sum. Salary (5) (S) Requested (5) Remove
Post Doctoral Associates [ .
Graduate Students
Undergraduate Students
Secretarial/Clerical
Total Number Other Personnel
Add Other Project Role
Total Other Personnel S
Total Salary, Wages and Fringe Benefits (A+B) 3
C. Equipment Description —
Equipment Item Funds Requested (5) Action
Mothing found to display.
Additional Equipment Add Attachment Delete Attachment View Attachment
Total funds requested for all equipment listed in the 5
attached file
Total Equipment 5 0.00
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Second half of the Research and Related Budget form:
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Indirect Cost Type
MHothing found to display.

Cognizant Federal Agency
(Agency Hame, POC Hame
and POC Phone Humber)

. Fes

= (Only attach one fi

Save and Keep Lock

Total Direct and Indirect Costs

-
Funds Requested (5)
1. Domestic Travel Costs (Incl. Canada, Mexico, and 5
U.S. Possessions)
2. Foreign Travel Costs 5
Total Travel Costs 5
-
Funds Requested (35)
1. Tuition/Fees/Health Insurance s
2. Stipends 5
3. Travel 5
4. Subsistence 5
5. Other . 5
-~
Humber of Participants/Trainees
Total Participant/Trainee Support Costs s
Funds Reguested (5)
1. Materials and Supplies 5
2. Publication Costs s
3. Consultant Services 5
4. ADP/Computer Services 5
5. Subawards/Consortium/ Contractual Costs s
6. Equipment or Facility Rental/User Fees 5
7. Alterations and Renovations 5
8. - S
-
9. - E
-
10. -~ 5
Total Other Direct Costs 5
-
Total Direct Costs (A thru F) 5
-
Indirect Cost Rate Indirect Cost Base
(%) (53] Funds Requested (5) Action
Add Ind
Total Indirect Costs 5
-
Total Direct and Indirect Institutional Costs (G + H) 45
Funds Requested 5
-
Funds Requested 5
-

Add Attachment Delete Attachment

View Attachment

/e and Release Lock Cancel and Release Lock Remove Budget Period
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5.9.2 Adding Another Budget Period

When adding additional budget periods, the information from the previous budget period
is carried over and auto-populated into the fields. This information can be edited as
necessary.

To add an additional budget period:
1. Select the Add Period button.

Summary R&R Cover Cover Page Other Sites SriKey RER Budget Research Hum:
Supplement Project Person Plan Subject:
Information Profile Clinical

Period 1 Cumulative ( Add Period ]

Research and Related Budget - Period 1
R&R Budget v1.4 @

#| Expand All

Research and Related Budget - Period X displays (where X is the specific budget
period being added).

2. Enter and/or edit the budget information for the specific period.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.9.3 Editing and Viewing an Entered Budget

Depending on the authority granted, you may view and/or edit existing budget
information for any of the entered budget periods. To edit budget information:
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1. Select the link for the period to view or edit (e.g., Period 2 link).

Summary R&R Cowver Cover Page Other Sites Srikey
Supplement Project Person
Information Profile

Period 1 Cumulative Add Period

Research

Research and Related Budget - Period 1
R&R Budget v1.4 @

Edit

#| Expand All

2. Select the Edit button to edit the information.
Update the budget information as necessary.

w

4. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the

entered information onto the form.

5.9.4 Deleting a Budget Period

With Edit Budget authority, an ASSIST user may remove entire budget periods from a

component. To delete an entire budget period:
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1. Select the link for the period being removed (e.g., Period 2 link)

Summary R&R Cowver Cover Page Other Sites Srikey RER Budget Research Hum:
Supplement Project Person Plan Subject:
Information Profile Clinical

Period 1 Cumulative Add Period

Research and Related Budget - Period 1
R&R Budget v1.4 @

Edit

#| Expand All *R

2. Select the Edit button to enable editing.

3. Click the Remove Budget Period button.

Save and release Lock

Remcve Budpet F'v:ri

A confirmation window displays.

4. Selectthe Continue button to confirm the deletion request.

NOTE: Selecting the Go Back button returns the budget period form without
deleting it.

The R&R Budget tab information displays, with the link for the removed budget
gone. This information is now deleted. The deleted budget period is also removed
from the Cumulative Budget information.

5.9.5 Viewing Cumulative Budget

To view the cumulative budget of multiple budget periods, select the Cumulative link.
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Summary R&R Cover Cowver Page Other Sites Srikey Research Huimi
Supplement Project Person Plan Subject:
Information Profile Clinical

Period 1  Period 2 !Cumulatiw&' Add Period
Research and Related Budget - Period 1 OMB N
Expiration

R&R Budget v1.4 @

Edit

[« Expand All *R

The Research and Related Budget - Cumulative Budget displays as read-only.
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/]

&
Research and Related Budget - Cumulative Budget ™

5.10 R&R Subaward Budget

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.
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The R&R Subaward Budget form must be added to the application or to the component
of a multi-project application as an optional form. Refer to the help topic titled Add
Optional Forms for more information.

IMPORTANT: The option exists to download, complete offline, and upload subaward
budget forms into ASSIST. Refer to the section of this topic titted Completing
Subaward Form Offline for detailed steps.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.10.1 Adding a Subaward
To add a subaward:

1. Selectthe Add New Subaward button.

Summany RE&R Cover Cover Page Other Sites SriKey R&R Budget RER Research Human
Supplement Project Person Subaward Plan Subjects and
Information Profile Budget Clinical Trials

Research and Related Subaward Budget @)

Prepare the subawardee budget(s) online vsithin ASSIST or dovmload, complete and attach the subavsard budget

form(s).
Add New Subaward Remave All Subawards Download Subaward Form Attach Subaward Form

Subaward Organization Action

Mothing found to display.

The Research and Related Budget - Period 1 for Subaward <X> page displays.
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Acbon

Sumemary | RER Cover an;;l" Page pf}l_hﬂ Sites Et;'tnch
ement roject Lan o
idormation Profile Subaward Budget continued
Subaward 1
Research and Related Budget - Period 1
R&R Budget v1.1
€ Project & Subaward/Consortiu
A. Senior/Key Person
Funds
Person  Project Base Manths Requeited Fringe Requeited
Hame Fole  Salary (5] Cal  Acad. Sum.  Salary (5]  Benefits [5) (4] Action "
8. Other Personnel G. Direct Coats
Humber Months
of Requested Fringe Benefits Funds
Persornsl Praject Rode Cal Acad. Sum, Salary {5) (1] Requested [5) Remie
Indirect Cost Indirect Cost  Funds Requested
N Indirect Cost Type Rate (%) Base (5) 5
Add Other
C. Equipment Description -
Equipment ltem Funds Requested (3] Action
5 Add Attachment
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2. Complete the budget information as appropriate. Required fields are marked with
an asterisk (*).

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

4. Repeat steps, selecting Add New Subaward for each additional subaward.

The added subawards display in a table from which they can be accessed using
the Edit, Remove, and View buttons.

Summary RER Cover | Cover Page Other Sites Srikey RER Budget RER Ressarch
Suppl ement Project Parian sm*";ﬂ Plan
Information Profile
Complete the subawardee budget(s) in accordance with the R&R Budget instructions.
Add Hew Subaward | Remove All Subawards
Subaward Organization Action

[_Edit ] Remove ]
[ Edit ]| Remove ]

5.10.1.1 Adding Another Budget Period to a Subaward

To add an additional budget period to a subaward:
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1. From within the subaward form, select the Add Period button.

|ﬂf.LJ.-.eu':[u-J.‘_L'll"'_'-i.‘d saved l

Cover Page 2 RER
Summary || RER Cover ] P?.:::ir: Sites E’;n’rf:: RER Budget Eer Rﬁ:ﬁ:‘"h
Information Profile Budget
AR | Add Period

Research and Related Budget - Period 1

The Research and Related Budget - Period X displays (where X is the specific
budget period being added).

f RER
Summary | R&R Cover || Cover Page Other Sites SeiKmy RER Budget R Research
Supplement Project Person wiard Plan
Information Profile Budget

Period 1 j__--u:- P ~dd Period

Research and Related Budget

R&R Budget v1.1 7]

2. Enter the budget information for the specific period.
3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the

entered information onto the form.
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5.10.1.2 Editing and Viewing an Entered Budget for a Subaward
To view and/or edit the subaward budget period:

1. From within the subaward form, select the link for the period to view or edit (e.g.,
Period 3 link).

RER
Summary R&R Cover || Cover Page Other Sites SriKey RER Budget Research
Supplement|  Project Person s“‘-‘“"‘;‘d Plan
Infarmation Profile Budge
g Add Period

Research and Related Budget - Period 1

)

View the information.
Select the Edit button to edit the information.
Update the budget information as necessary.

To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

Al

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.10.1.3 Viewing Cumulative Budget for a Subaward

To view the cumulative budget for a particular subaward, access the form and select the
Cumulative link.

Summary RE&R Cover | Cover Page Other Sites SriKey RER Budget RER d Research
Supplement||  Project Person S“b‘“ = Plan
Information Profile udget
period 3 (Cuniative EELINT

Research and Related Budget - Period 1
@

7]

The Research and Related Budget - Cumulative Budget displays as read-only.
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Summary R&R Cover | Cover Page Other Sites Srikey RER Budget RAR Ressarch
Supplement roject Person Subaward Plan
Information Profile Budget

Pericd Pericd2 FPericdd Cumulabive

@

Research and Related Budget - Cumulative Budget

5.10.2 Removing Subawards

Subawards can be removed individually or all at once. The steps below provide detail
for each method.

5.10.2.1 Removing an Individual Subaward
To remove an individual subaward:

1. Select the Remove button from the Action column for the particular subaward
being removed.
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Summary | RER Cover = Cover Page — Other Sites Sr/Key | RER Budget [RGB Research
Supplement | Project Person g CRE Plan
Information Profile udpet

Complete the subawardee budget(s) in accordance with the R&R Budget instructions.

m Remove All Subawards

Subsaward Organization Action

Subaward University [ Edit ] Remove J View |
Subaward? MyOrganizaton m

A confirmation window displays.

2. Select the Continue button to complete the removal.

Summary R&R Cover | Cover Page Other Sites Srikey RER Budget Research
Supplement Project Person Plan
Information Profile
Resf — ; -\‘

Comnp ECK THE OTHER DIRECT COST i the RER Budget instructions.
Action
Subaward? My Organization m m

5.10.2.2 Removing All Subawards
To remove all subawards at one time:

1. Selectthe Remove all Subawards button from the R&R Subaward Budget tab
main page.
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RER

Summary || RER Cover | Cover Page Other Site SrHary Modular i j Research
Supplement  Project Person Budget "é :"LI Plan
Iinformation Profile e

Research and Related Subaward Budget

Prepare the subawardee budget(s) online within ASSIST or download, complete and attach

the subaward budget formi(s).

Add Hew Subaward F:n_-rnm'n_- Al Subawards

A confirmation window displays.

2. Select the Continue button to move forward and delete the subawards. (Selecting
Go Back cancels the action.)

: RER
Summary R&R Cover | Cover Page Other Sites SriKey RER Budget Ressarch
Suppl ement Project Person S'Eb"w‘“d Plan
Information Profile udgert

'\\

the R&R Budget instructions.

e ——

Action
Subaward? My Organization [ Edit ] Remove ] View ]

5.10.3 Completing Subaward Form Offline

Applicants have the ability to complete the R&R Subaward Budget forms offline. To do
so, the forms must be downloaded, completed and saved to a local device, and then
uploaded to ASSIST.

To complete subaward budget forms offline:
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1. Select the Download Subaward Form button.

RER

Summary || RER Cover | Cover Page Other Sitet SrMary Modular | [ pavard Tk
Supplement Project Person Budget -uEu uurl Blan
Invfeer Praticn Profile A

Research and Related Subaward Budget @

Prepare the subawardee budget(s) online within ASSIST or download, complete and attach
the subaward budget formis).

Add Hew Subaward Remove Al Subawards D.;.wnl{md Subaward Fnrm Attach Subaward Form

The Research & Related Budget form opens in another browser window.
Complete the form and save it locally. Instructions for filling out the form are located
in the application guide: https://grants.nih.gov/grants/how-to-apply-application-
guide.html.

2. Access the R&R Subaward Budget screen in ASSIST.
3. Select the Attach Subaward Form button from the screen.

Summary || RER Cover | Cover Page Other Sitet SrMary Modular | [ :fi: Y FRescarch
Supplement Project Person Budget -uE;u uurl Blan
Infor maticn Profile g

Research and Related Subaward Budget 7

Prepare the subawardee budget(s) online within ASSIST or download, complete and attach
the subaward budget formis).

Add Hew Subaward Remove All Subawards w Attach Subaward Form )

4. When prompted, use the Browse button to search for and select the budget form
from your local device and the Submit button to add it to ASSIST.
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RRSubawardBudgetForm.pdf || Drowss._.

ASSIST validates the PDF file to ensure that it meets the format requirements of
the FOA. Files of an invalid format cannot be uploaded.

5. The Research and Related Subaward Budget screen updates to include the
added subaward in the table at the bottom of the screen. Use the Edit, Remove,
and View buttons to manage the subaward as necessary.

Research and Related Subaward Budget 0

Prepare the subawardee budget(s) online within ASSIST or download, complete and attach
the subaward budget formis).

Add Hew Subaward Remeve All Subawards Download Subaward Form Attach Subaward Form

Subaward Organization Action

5.11 Career Development Award Supplemental

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.
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5.11.0.1 New in Forms-F

« A new ‘Description of Candidate’s Contribution to Program Goals’ attachment was
added to the Career Development Supplemental form.

5.11.1 For guidance on completing the form in the ASSIST system, refer
to the steps below:

1. Select the Edit button to enable the form for editing.

Summanry RER Cover Cover Page Cther Sites Srikey RiR Budget ||
Supploment Project Person R
Infermathon Profile

PHS 398 Career Development Award Supplemental Form

r 1'1. ':.

View Burden Statement

Introguction

1. Intreduction to

Application

2. Attach the applicable sections using the Add Attachment buttons.

NOTE: If needed, use the Delete Attachment buttons to remove attachments or
the View Attachment buttons to view them.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

5.12 PHS 398 Research Training Program Plan

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
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0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

For guidance on completing the form in the ASSIST system, refer to the steps below:

1. Select the Edit button to enable the form for editing.

Summary  RER Cover Cover Page| Modular Research E’“ﬁhﬂ Career Dev
Supplement,  Budget Plan ;E:m Mward Sup

PHS 398 Research Training Program Plan

(e )
—

Intreduction

Training Pregram Section

Faculty, Trainees and Training Record Section

Other Training Program Section

Appendix

Wiew
Appendix File Hame Attachment

2. Attach the applicable sections of the research plan using the Add Attachment
buttons.

NOTE: If needed, use the Delete Attachment buttons to remove attachments or
the View Attachment buttons to view them.
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Sumemary  RER Cover Cover Page  Modular Research :_,:.I"::g Carger Div
Supplement  Budget PMan ;E“,. Award Sup

PHS 398 Research Training Program Plan
PHS398 ResearchTrainingProgramPlan v4.0 ©

Wiew Burden Statement

Introduction

Training Program Section

Add Attachment

Add Attachment

Add Attachmeent

Faculty, Trainees and Training Record Section

Add Attachment

Add Attachment

Add Attachment

Other Training Program Section

Appendix

Add Attachment

Appendix File Name

Save and Release Lock

Save and Keep Lock

Delete on
Save

Replace
Attachment

S e Form |

View
Attachment

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not

save any of the entered information onto the form.

5.13 PHS 398 Training Budget

For assistance with the information required on this form, please refer to the appropriate
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application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

ASSIST users who have been granted budget authority (View or Edit) may add, edit,
and/or view budget information using the Training Budget tab.

NOTE: If a user does not have the View or Edit budget authority, the Training Budget tab
does not display among the tabs for other component forms.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.13.1 Adding Budget Period 1
To add budget information for Period 1:

1. Select the Edit button to enable the form for editing.

2. Complete the budget information as appropriate. Required fields are marked with
an asterisk (*).

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

I
5.13.2 Adding Another Budget Period

When adding additional budget periods, the information from the previous budget period
is carried over and auto-populated into the fields. This information can be edited as
necessary.

To add an additional budget period:
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1. Select the Add Period button.

ermant Project
nif or ration
1 Cumulativel EEGESRT]

PHS 398 Training Budget - Period 1

PHS 398 Training Budget - Period X displays (where X is the specific budget

period being added).

2. Enter and/or edit the budget information for the specific period.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the

entered information onto the form.

5.13.3 Editing and Viewing an Entered Budget

Depending on the authority granted, you may view and/or edit existing budget
information for any of the entered budget periods. To edit budget information:

1. Select the link for the period to view or edit (e.g., Period 3 link).

et Per i

PHS 398 Training Budget, Cumulative Budget

2. Select the Edit button to edit the information.

w

Update the budget information as necessary.

4. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.
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NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.13.4 Deleting a Budget Period

With Edit Budget authority, an ASSIST user may remove entire budget periods from a
component. To delete an entire budget period:

1. Select the link for the period being removed (e.g., Period 3 link)

spplement

&)
PHS 398 Training Budget, Cumulative Budget **

2. Select the Edit button to enable editing.

3. Click the Remove Budget Period button.

Save and Keep Lock Save and release Lock ‘and releass Lock [f| Ramove Budget Period ]

A confirmation window displays.

4. Selectthe Continue button to confirm the deletion request.

NOTE: Selecting the Go Back button returns the budget period form without
deleting it.

The PHS 398 Training Budget tab information displays, with the link for the
removed budget gone. This information is now deleted. The deleted budget period
is also removed from the Cumulative Budget information.

5.13.5 Viewing Cumulative Budget

To view the cumulative budget of multiple budget periods, select the Cumulative link.
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Summary || R&R Cover | Cover Page  Other Sites Srikey Traiving [l raining
Supplement Project Perion Program Budget  [EFRA—
Information Profile Plan Budget

PHS 398 Training Budget - Period 1

FRa3%0 Iraimngbudget

The PHS 398 Training Budget - Cumulative Budget displays as read-only.

Sumemary | RER Cowver | Cowver Page Cthar Sites Srikay Training Training Training
Supplement  Project Person M Dudget [P
Infor mation Profile Plan Budget

Periog 1

Beriod?  Perioa3 Cumiative |CETIREED

PHS 398 Training Budget, Cumulative Budget o

2hpends, Tulhon/ress

Undergraduate:

Predoc toral:

Qther:

5.14 Training Subaward Budget

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.
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NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

The Training Subaward Budget form must be added to the component as an optional
form. Refer to the help topic titted Add Optional Forms .

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.14.1 Adding a Training Subaward
To add a subaward:

1. Select the Add New Subaward button.

The PHS 398 Training Budget- Period 1 for Subaward <X> page displays.

2. Complete the budget information as appropriate. Required fields are marked with
an asterisk (*).

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

4. Repeat steps, selecting Add New Subaward for each additional subaward.

The added subawards display in a table from which they can be accessed using
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5.14.1.1 Adding Another Budget Period to a Training Subaward

the Edit, Remove, and View buttons.

Summary  RER Cover Cover Page Othar St Sy Trairing
Supplemant | Project Person Frogram
Information Frofile Plan

Training Subaward Budget OME Number: 0925-000
- Expiration Date: 02./28/2023

Training Subaward Budget v
Complete the subawardee budget(s) in accordance with the Training Budget instructions.

Add New Subaward | Remove All Subawards

Subaward Organization Action
Subaward? MyOrganization m

To add an additional budget period to a subaward:

1.

From within the subaward form, select the Add Period button.

Summary || RBR Cover | Cower Page  Other Sited Se My Teaining  Trairing
Supplement  Project Ferion Frogram  Budget
Inf g i Predile Plan

Subaward 1
UDawarg

PHS 398 Training Budget - Period 1 . OME - L= __"_'_: o
PH5398 TrainingBudget "a S e e

The PHS 398 Training Budget - Period X displays (where X is the specific budget

period being added).
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nformaticn

2. Enter the budget information for the specific period.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the

entered information onto the form.

5.14.1.2 Editing and Viewing an Entered Training Budget for a Subaward

To view and/or edit the subaward training budget period:

1. From within the subaward form, select the link for the period to view or edit (e.g.,

Period 3 link).

PHS 398 Training Budget - Period 1
98 T B 7]

2. View the information.
3. Select the Edit button to edit the information.
4. Update the budget information as necessary.
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5. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.14.1.3 Viewing Cumulative Training Budget for a Subaward

To view the cumulative training budget for a particular subaward, access the form and
select the Cumulative link.

it Persos
Information Profile
periog 3 (Cumstative I

PHS 398 Training Budget - Period 1

The PHS 398 Training Budget - Cumulative Budget displays as read-only.
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Summary | RER Cover | Cover Page |  Other Sites Sy Training RN [raining

Traird
Supplement | Project Perion Program Budget 5";:'":5
néormation Profile Plan g

PHS 398 Training Budget, Cumulative Budget °

Postdoc toral:

ther:

5.14.2 Removing Training Budget Subawards

Training budget subawards can be removed individually or all at once. The steps below
provide detail for each method.

5.14.2.1 Removing an Individual Training Budget Subaward
To remove an individual subaward:

1. Select the Remove button from the Action column for the particular subaward
being removed.
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Swmmary  RER Cover | Cover Page Othasr Sines S ey Trairing Tralning
Supplement!| Project Ferson Frogram Budget
Information Profile Plan

Training Subaward Budget
Training Subaward Budget v2.0 )

Complete the subawardee budget(s) in accordance with the Training Budget instructions.

Add Hew Subaward | Remove All Subawards

Action

Subaward Organization
Subaward1 University m m
My Organization

Subaward2

A confirmation window displays.

2. Select the Continue button to complete the removal.

Summary | RER Cover  Cover Page | Other Sites Se iy Traiming || Traning
Supplemant  Preject Ferien Fragram Budget
o o Beaifil "
-

OMB Mumber: 09250001
Expiration Date: 02282023

he Training Budget instructions.

.."/‘ Action
[ Edit ] Remove ] View ]
[ Ecit J Remove ] View ]

5.14.2.2 Removing All Training Budget Subawards

To remove all subawards at one time:
1. Select the Remove all Subawards button from the Training Subaward Budget tab

main page.
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Smmary | RBR Cover | Cover Page Othar Sites S MMy Tralring Traleing
Supplemant Preject Person Frogram Budget
Information Frafile Plan

Training Subaward Budget

Training Subaward Budget vZ.0 2

Complete the subawardee budget(s) in accordance with the Training Budget instructions.

R-!rn-:r\'e All Subawards

Add Hew Subaward

Subaward Organization Action
Subaward? MyOrganization m

A confirmation window displays.

2. Select the Continue button to move forward and delete the subawards. (Selecting
Go Back cancels the action.)

Summary | RER Cover | Cover Page Other Sites Srikay Training Tradning Training
Supplement]|  Praject Parson Program Budget Subwenrd
Information Profile Plan Budgel

=gy — A W
':I vig w..,ITI'JE .'«.lgd;\"«.l'-\.l'-\.l

Trg:_. otice: ] Expiration Date: 02/282023

Coamp AN I | 1 th Training Budget instructions.
(Ad1 N
Action
baward; MyOrganization mmm

5.15 Planned Enrollment Report for Other Components

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

The Planned Enroliment Report form must be added to the application or to the
component of a multi-project application as an optional form. Refer to the help topic titled
Add Optional Forms .

For guidance on completing the form in the ASSIST system, refer to the steps below.
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5.15.1 Adding a Planned Enroliment Study

To add a planned enroliment study:

1. Select the Add New Planned Enrollment Study button. If this is the first study you

are adding, you can also select the Edit button for Study 1 located in
column of the displayed table.

the Action

Planmaed
Envadlmaat
Repori

Summary || RE&R Cover || Cover Page Other Sites Sriey | RER Budget Research |Cumulative
Supplement Project Parwon Plan inclusion
Information Profile Report

L e e e

Study
Humber Study Title Action

® (i) renoe ] View ]

The Planned Enrollment Report opens for editing.
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Summary | RER Cover  Cover Pige Db St S My RER Budget | Redearch | Cumilitiee
Supplemant Prajwct Person Plam Irszlassien
brnfer ek i Frefils R

Panned Enrgdment Beport Symmary

Planned Enrollment Report

PlannedReport v1.0 ©

Study 1 of 1

Thiz report format should HOT be uted for collscBng data from study participants.

Select -[=]
Ethnic Categories
Mot Hispanic or Latine Hispanic or Latino Total
Racial Categories Female Male Female Male
erican lnd i il a
Alaska Mat
Aian [ [ a
i 0 0 a
: [ a 1]
f i a
Maor A i o o
Ra
Total ] 0 0 0 a

Save and Keep Lock Save and Release Lock | Cancel and R s Lock |

2. Complete the required fields and any other appropriate information. Required
fields are marked with an asterisk (*).
3. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the
Save and Keep Lock options.

b. To save the information and close the form, select the Save and Release
Lock button.
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c. To save the data on the current page of the form and to display a new page

for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not

save any of the entered information onto the form.

4. Selectthe Planned Enrollment Report Summary link to return to the table of

enrollment studies.

) Planned Enroliment Report updates saved

Summary | RER Cover Cover Pige b Sitdi SeMay | AR Budget Redsarch || Cumilitive
Supplemant Project Pariam Plam Iz Lurgben
Inf s frat hen Frofile Ragr
G.'-*r{‘.'. Enrgdment Report Samm 1-;'_)
Planned Enrollment Report

The added studies display in the table from which they can be accessed using the Edit,

Remove, and View buttons.

Summary || RER Cover | Cover Page Other Sites SriMey | RER Budget Research |Cumulative EF'L:':'IM .
Supplement  Project Perion Plan inclusion nro '";“
Infor mation Profile Report Repor

Add Hew Manned Enrollment Study Remove All Planned Enrollment Studies

S-El.lﬂ:r
Humber Study Title Action
1 Sample Enrollment Study for Individual Component [ Edit | Remove [ View |

5.15.2 Viewing and Editing the Enrollment Studies

To view and/or edit a planned enrollment study:
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1. Select the appropriate button for the specific study to be viewed or edited:

Sumimary | RER Cover | Cover Page Other St Srifay RER Budget Ressarch | Cumulative EH:IM .
Supplement  Project Perion Plan ekl i M:ﬂ
trifor ratioan profile Raport Repor
Add Hew Planned Enrollment Study Remove All Planned Enroliment Studies
Study
Humber Study Title Action

To view the information:

a. Select the View button to see the form in read-only.

b. Note that once within the read-only form, you can select the Edit button at the
top of the form to enter edit mode.

To edit the information:

a. Select the Edit button for the study.
b. Make your changes.

c. Select one of the save options at the bottom of the form to save the data:
i. To save the information and keep the form open for further editing,
select the Save and Keep Lock options.
ii. To save the information and close the form, select the Save and
Release Lock button.

iii. To save the data on the current page of the form and to display a new
page for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does
not save any of the entered information onto the form.

2. Select the Planned Enrollment Report Summary link to return to the table of
enrollment studies.
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0 Planned Enrollment Report updates saved

Summary | RER Cover Cover Page Othesr Sitas Sriey | RAR Budget Research || Cumulative
Supplemant |  Profect Pariam Plam Irec Lk b
Inder Frat e Prafile Rapeil

(Banned Enrgiment Report Summary )

Planned Enrollment Report

PlannedReport v1.0 o

5.15.3 Removing Individual Planned Enroliment Study

You can remove the studies individually using the buttons found in the Action column of
the summary table. To remove an individual study:

1. Selectthe Remove button for the specific study.

Sumimary | RER Cover | Cover Page Other Sitet Sriery RER Budget Research | Cumulative
Supplement  Project Paron Plan Inclusicn
Iirif cor Patican Pridile Raport

Add Hew Manned Enrollment Study Remove All Planned Enrollment Studies
3 of 3 records, Page 1 of 1

Study
Humber Study Title Action

1 Sample Enrollment Study for Indbidual Component m m m
¥ My Second Planned Enrollment Study m m m

Third Sample Shudy Title @m

A confirmation message pops up prompting you to continue or cancel this action.
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2. Select the Continue button to continue removing the study.

Swmemary | RBR Cowver || Cover Page Other Sites Srikey EER Budget | Ressarch | Cwmalstive
fupplement) Project Parson Plan Irnchusion
Information Profile Repart

el | pe—r—-—s

St

If you wish to cancel, select the Go Back button.

5.15.4 Removing All Planned Enrollment Studies

You can remove all studies at the same time rather than removing each individual study.

Removing all studies also removes the entire form from the component.
To remove all studies:

1. Selectthe Remove All Planned Enroliment Studies button at the top

of the form.

Summary | RER Cover | Cover Page Other Sites Srikey BER Budget| Ressarch
Supplement Project P soan Plan
Information Profile

Comulative
Inclusion
Report

Study
Mumber

Study Title

Add Hew Planned Enrollment Study ' Remaove All Manned Enrollment SIudie:.

Action

Enraliment Study for Individual Component

2 M

¢ Second Planned Enrollment Study

Third Sample Study Title

Eat | Remove 1 View ]
Cat | Remove 1 View ]
ot 1 Remove 1 view ]

A confirmation message pops up prompting you to continue or cancel the action.
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2. Select the Continue button to remove all forms.

Summary | RER Cover | Cover Page thar tes Srikey RER Budget Research | Cum

L 0% Htes R Budge C wmaslatinee Planned
ement Froject Earson Plan inchion Ensrosllmmanit
Imformation Praofile Report Report

[ Add } iment Studies |
N
!
Sk
Hun Action
[ Edit | Remove J View |
[ Egit | Remove J View |

If you wish to cancel, select the Go Back button.

See Also

o Add Optional Forms

5.16 Cumulative Inclusion Enroliment Report for Other Components

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-E, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-E notice
NOT-0OD-17-062 and annotated form set for Forms E.) For due dates prior to January 25,
2018, use FORMS-D.

The Cumulative Inclusion Enroliment Report form must be added to the application or to
the component of a multi-project application as an optional form. Refer to the help topic
titted Add Optional Forms .

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.16.1 Adding a Cumulative Inclusion Enroliment Study
To add a cumulative inclusion enroliment study:

1. Selectthe Add New Cumulative Inclusion Enroliment Study button. If this is the first
study you are adding, you can also select the Edit button for Study 1 located in the
Action column of the displayed table.
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Sumemary | RER Cover | Cover Page Othar Shtirs Srikey | RER Budget
Supplemaent Project Flare et
Infarmation Prafile

Add Hew Cumulative Inclusion Enrollment Study ) Remove All Comulative Inclusion Studies

Study
Humber Study Title

¥ Eit

ActHon

One ftem found

The PHS398 Cumulative Inclusion Report opens for editing.
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Study 1 of 1

Racial
Categories
American
Indian
Alasks
MHatree

Asian

Mative
Hawalian
ar Dther
Pacific
Islander
Black or
Afirican

American
White
More than
One Race

LUnknowmn
or Hat
Keported

Total

Hot Hispanic or Latino

Female Male

Save and Keep Lock

Unknown
/Hot
Reported
1 1]
1] 1]
1 a
1 a
1 1
1] a
1 a
1]

Ethnic Categories

Hispanic or Lating

Female
0

Male

Save and Release Lock

o

o

Unlnown
fHat
Reporbed

)

Summary | BER Cover | Cover Page|  Other (e SeMey | RER Budget| Research (Rt
Supplement  Frabect Parian Flan I;;-ln-ur-
Infar ks Prafile eport
Cymidative Inclysion Enrglment Baport Symmary
Cumulative Inclusion Enrollment Report
PH5398_CumulativelnclusionReport v1.0 7]

This report format should HOT be used for collecting data from study partcipants,

Unknown/Hot Reported
Ethniciity

Unknawn

/Hot

Female Male Reported

[ 0
0 ]
[ 0
[ 0
0 Q
0 a0
[ 0
Q 0

Zave and Add [l Cancel and Release Lock

0

Taotal

2. Complete the required fields and any other appropriate information. Required
fields are marked with an asterisk (*).
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3. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the

Save and Keep Lock options.

b. To save the information and close the form, select the Save and Release
Lock button.

c. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

4. Selectthe Cumulative Inclusion Enroliment Report Summary link to return to the
table of enroliment studies.

Sl Sr Ky ERR Budget| Research
Parsea

Cumulative Inclusion Enrollment Report

Study 1 af 1

Thiz report format should HOT be used for collecing data from study participants.

Sample Component Level Study Tite 1

The added studies display in the table from which they can be accessed using the Edit,
Remove, and View buttons.
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Summary || RAR Covar | Covar Page||  Other it Seey | RAR Budgel | Revesrch | [alinteiiad
Por s Plar T
Rt

fupplement Project

el i Pt Profile

Add Hew Cumulative Inclusion Enrollment Study Remove All Cuomulative Inclusion Studies

Study
AL Han

Humber Shudy Title

tudy Title Number | [ Edit ] Remove ] View ]

5.16.2 Viewing and Editing the Enrollment Studies

To view and/or edit a cumulative inclusion enroliment study:

Select the appropriate button for the specific study to be viewed or edited:

Summary | RER Cover  Cower Pige | Other [P Tey  RER Budget  Rearch [t
Supplement  Project Parson Plan WhChushon
b er Pl Profile Repart

Add Hew Cumulative inclusion Enrollment Study Remowe All Cumulative Inclusion Studies

Study
A Bon

Mymber 'Euiud'.- Title

To view the information:
a. Select the View button to see the form in read-only.

b. Note that once within the read-only form, you can select the Edit button at the

top of the form to enter edit mode.

To edit the information:

a. Select the Edit button for the study.
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b. Make your changes.
c. Selectone of the save options at the bottom of the form to save the data:
i. To save the information and keep the form open for further editing,
select the Save and Keep Lock options.
ii. To save the information and close the form, select the Save and
Release Lock button.
iii. To save the data on the current page of the form and to display a new
page for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does
not save any of the entered information onto the form.

2. Select the Cumulative Inclusion Enroliment Report Summary link to return to the
table of enroliment studies.

Samimary || RAR Cover || Cover Pige||  Other Sites Sefiey | RER Budget| Ressarch | [Rauiinteiiiid
Supplamant ) Parson

Thit report format thould HOT be used for collec ing data from study participants.

5.16.3 Removing Individual Cumulative Inclusion Enroliment Study

You can remove the studies individually using the buttons found in the Action column of
the summary table. To remove an individual study:
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1. Selectthe Remove button for the specific study.

Summary  BER Cover Cover Page Crthear Sites Sridey ||RER Budget Research r'l"'“:‘h.t""'*
Supplement|  Project Person Plan Ir'm"f""'"
information Profile Report

Add MHew Cumulative Inclusion Enrollment Study

Study

Humber

1 Lample (
Lample

Lample

omponeg

Compones

Compons

Study Title

nit Level Study Title 1

nit Level Study Title Hu

nt Level Study Humber 3

Remove All Cumulative Inclusion Studies

Action
cait ] Remove ] View
cait ] Remove ] View

A confirmation message pops up prompting you to continue or cancel this action.

2. Select the Continue button to continue removing the study.

Surmnmary

EBR Cover  Cover Page
Supplement

Other
Project
infoirmation

Sites

Sr ey
Person
Profile

B3R Budget Rewearch
Plan

i st ] Remove |
=3

If you wish to cancel, select the Go Back button.

5.16.4 Removing All Cumulative Inclusion Enroliment Studies

You can remove all studies at the same time rather than removing each individual study.

Removing all studies also removes the entire form from the component.

To remove all studies:
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1. Select the Remove All Cumulative Inclusion Studies button at the top of the form.

Summary | RER Cover Covar Page Other Sitat Seiay | RER Budget | Rewsarch
Supplermant Froject P son Plam
Information Profile

Add Mew Cumulative Inclusion Enrollment Study

Remove All Cumulative Inclusion Studies

3 of 3 records, Page 1 of 1

Study
Humber Study Tithe Action
] Sample Component Level Study Title Humber 2 mm
Sample Component Level Stedy Humber 3 mm

A confirmation message pops up prompting you to continue or cancel the action.

2. Select the Continue button to remove all forms.

Summary | RER Cower | Cowver Page||  Other Sites Sri¥ey | RER Budget| Research c:"‘“r":""'
Supplemsnt  Project P son Plan :’;f""’b"
Information Profile port

o R |

umulative Inclusion Studies

Sample Component Level Study Humber 3 Edit | Remove |

If you wish to cancel, select the Go Back button.
See Also
o Add Optional Forms

5.17 PHS 398 Research Plan

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.
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NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

For guidance on completing the form in the ASSIST system, refer to the steps below.
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1. Select the Edit button to enable the form for editing.

Summary R&R Cover Cover Page Other Sites SriKey
Supplement Project Person
Information Profile

R&R Budget R&R Human
Subaward Subjects and
Budget Clinical Trials

PHS 398 Research Plan
PH5398 Research Plan v4.0 @

View Burden Statement

Introduction
1. Introduction to
Application

(for Resubmission and
Revision applications)

Research Plan Section

2. Specific Aims
* 3. Research Strategy

4. Progress Report
Publication List

Other Research Plan Section

5. Vertebrate Animals
6. Select Agent Research

7. Multiple PD/PI
Leadership Plan

B. Consortium /
Contractual
Arrangements

9. Letters of Support

10. Resource Sharing Plan
(s)

11. Authentication of Key
Biological and/or
Chemical Resources

Appendix
12. Appendix

Attachment File Hame
Mothing found to display.

OMB Mumber: 0925-0001
Expriration Date: 02/28/2023

View Attachment

View Attachment
View Attachment

View Attachment

View Attachment
View Attachment
View Attachment

View Attachment

View Attachment
View Attachment

View Attachment

View
Attachment

2. Add the appropriate Research Plan Attachments. Required fields are marked

with an asterisk (*).
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3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

Below is the form opened for editing.

Summary | RER Cover | Cover Page| Modular “"’;‘::,”h Career Dev
Supplement.  Budget > Award Sup

PHS 398 Research Plan _ OmE lumber: LGZELLEI
9 Expriration Date: 02/28/2023
3.0

PHS398 Research Plan v3

View Burden Statement

Introduction

Research Plan Section

Add Attachment

Add Attachment

Add Attachment

Other Research Plan Section

& achnme

Add Attachment

Add Attachment

Appendix
Add Attachment
Delate on Replace Whenw
Appendix File Name Save Attachment Attachment

Save and Keep Lock Save and Release Lock
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5.18 PHS Inclusion Enrollment

Included in Study Record in Forms E

IMPORTANT: The PHS Inclusion Enroliment Report will be discontinued with the
rollout of Forms E Applications with due dates beginning in January of 2018. The
collection of this data for Forms E applications is moved to the new PHS Human
Subjects and Clinical Trials Information Form.

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

The PHS Inclusion Enrollment Report form is used for all applications involving NIH-
defined clinical research. This form is used to report both planned and cumulative (or
actual) enroliment, and describes the sex/gender, race, and ethnicity of the study
participants.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.18.1 Adding a PHS Inclusion Enroliment Report
To add an Inclusion Enrollment Report:

1. Selectthe Add New Inclusion Enroliment Study button. If this is the first report you
are adding, you can also select the Edit button for Study 1 located in the Action
column of the displayed table.

The PHS Inclusion Enrollment Report.

The PHS Inclusion Enroliment Report Summary opens.
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Application Information @

Summary RE&R Cover

PHS Indusion Enrollment Report Summary

PHS Inclusion Enrollment Report
PHS Inclusion Enrollment Report v1.0 ©

Edit View Burder

This report format should HOT be used for collecting data from study participants.

* Study Title(must be unique): Sample Component Level Study Title 1

D Yes @ No
If set, 1 ¥ lect equired:
Planned @ Cumulative (Actual)
set or Resource (@) Yes No

nrolin @ Domestic Foreign
Clinical Tria @ Yes No
HIH-Defined Phase |1l Clinical Trial Yes @ Mo
C went
Ethnic Categories
Not Hispanic or Latino Hispanic or Latino Unknown/Not Reported Ethnicity
Racial Unknown Unknown Unknown
Categorie /Not /Not /Mot
5 Female Male Reported Female Male Reported Female Male Reported
American 10 10 0 0 0 0 0 0 0
Indian/
Alaska
Hative
Asian 5 5 0 0 0 0 0 0 [
Hative 0 0 0 (1] 0 0 0 0 o
Hawafian
or Other
Pacific
Istander
Black or 0 0 0 0 0 0 0 0 0
African
American
White 50 50 0 0 0 0 0 0 0
More than 0 0 0 10 10 0 0 0 0
One Race
Unknown 0 0 0 0 0 0 20 20 10
or Mot
Reported
Total 65 65 0 10 10 '] 20 20 10

Save and Release Lock

Cancel and Release Lock

OME Number: 0925-0001 and 0925-0002
Expriration Date: 02/28/2023

Total

20

100
20

200
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2. Complete the required fields and any other appropriate information. Required
fields are marked with an asterisk (*).
3. Select one of the save options at the bottom of the form to save the data:

1. To save the information and keep the form open for further editing, select the
Save and Keep Lock options.

2. To save the information and close the form, select the Save and Release
Lock button.

3. To save the data on the current page of the form and to display a new page
for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

5.18.2 Viewing and Editing the Inclusion Enrollment Report
To view and/or edit a cumulative inclusion enroliment study:

1. Select the appropriate button for the specific study to be viewed or edited:

Application Information @

Inclusion
Enrollment

Report

Summary | R&R Cover

PHS Inclusion Enrollment Report ) | IOioee LT

S Inclusion Enrollment Report v1.0
Add New Inclusion Enrollment Study Remove All Inclusion Enroliment Studies

Study Number Study Title Action
1 Sample Component Level Study Title 1 m

Editing the Inclusion Enrollment Report

To view the information:
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1. Select the View button to see the form in read-only.

NOTE: Note that once within the read-only form, you can select the Edit button at

the top of the form to enter edit mode.

To edit the information:

1. Select the Edit button for the study.

2. Make your changes.

3. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the

Save and Keep Lock options.

b. To save the information and close the form, select the Save and Release

Lock button.

c. To save the data on the current page of the form and to display a new page

for entry, select the Save and Add button.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not

save any of the entered information onto the form.

4. Selectthe PHS Inclusion Enroliment Report Summary link to return to the table

of enrollment studies.

Application Information @

0 Inclusion Enrollment Report updates savec

Inclusion

Summary | RE&R Cover Enrollment

| W v~| e ¥ N [P
» INCLWUSIO nrolument nepo

PHS Inclusion Enrollment Report u=. o o2 LBeiin

Inclusion Enrollment Report Displaying Summary Link

5. Click the PHS Inclusion Enrollment Report Summary link to return.
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5.18.3 Removing Individual Cumulative Inclusion Enrollment Study

You can remove the studies individually using the buttons found in the Action column of
the summary table. To remove an individual study:

1. Select the Remove button for the specific study.

Application Information @

Summary RER Cover Inclusion

Enrollment
Report
PHS Inclusion Enrollment Report o qa:”c"“”
- Expriration Uate: UL/Ld ]
PHS Inclusion Enrollment Report v1.0 o

Add New Inclusion Enrollment St Remove All Inclusion Enrollment Studies

Study Number Study Title Action

Sample Component Level Study Titke 1 Edit (l Remove '. View

A confirmation message pops up prompting you to continue or cancel this action.

2. Select the Continue button to continue removing the study.

Delete Confirmation screen

3. If you wish to cancel, select the Go Back button or click the X.

5.18.4 Removing All Cumulative Inclusion Enrollment Studies

You can remove all studies at the same time rather than removing each individual study.
Removing all studies also removes the entire form from the component.

To remove all studies:

1. Select the Remove All Cumulative Inclusion Studies button at the top of the form.
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Application Information @

Inclusion

Summary = RER Cover Enroliment

PHS Inclusion Enrollment Report e R 'g,,'."::‘ ;c’:f';;;f
HS Inclusion Enrollment Reporiad
S
Study Nurnber Study Title Action
1 sample Component Level Study Title 1

A confirmation message pops up prompting you to continue or cancel the action.

2. Select the Continue button to remove all forms.

B e e e e il

remove the Inclusion Enrollment Report form.

If you wish to cancel, select the Go Back button
Add Optional Forms
5.19 Additional Indirect Costs

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

ASSIST users who have been granted budget authority (View or Edit) may add, edit,
and/or view budget information using the Additional Indirect Costs tab on a multi-
project application (Overall Component).
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NOTE: If a user does not have the View or Edit budget authority, the Additional Indirect

Costs tab does not display among the tabs for other forms.

For guidance on completing the form in the ASSIST system, refer to the steps below.

5.19.1 Adding Budget Period 1
To add budget information for Period 1:

1. Select the Edit button to enable the form for editing.

Overall Component

Summary | RER Cover | Cover Fage D Saturs SriaFy ilﬁ'.‘wl Rortaai Ch
Supplemant  Fraject P scsn "Lfr"":i Flan
Infor mation Prafile Loss

11 Cumulative Add Period

PH5 Additional Indirect Costs - Budget Period 1
BHE Additinnal Indirect Cacte vi [ @

- LIS Tiak o Ll Wi

Edit

2. Complete the budget information as appropriate. Required fields are marked with

an asterisk (*).
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3. To access the Indirect Costs pop-up screen for entering cost information:

a. Selectthe Add Indirect Cost button.

! Period 1 Cumulative

PHS Additional Indirect Costs - Budget Period 1
PHS Additional Indirect Costs v1.0 @

Budget Period: 1 Start Date  |01/01/2015

06307205
Indirect Costs
Indirect Cost Tvoe % 5

OMB Number: 0925-0001
Expiration Date: 02/28/2023

Hathing fow

Budget Justification

Add Attachment

Budget Justification

Indirect Cost Rate Indirect Cost Base Funds Requested

Total Indirect Costz

15 Action

b. Enter the data fields on the Indirect Costs pop-up window. Required fields
are marked with an asterisk (*). Select the Add button when finished.

H. Indirect Costs

(-nrl":- t Cost Type -‘\
ndirect Cost Rate %
ndirect Cost Base 5
un U g
Add Cancel
\. J

2015 HIH
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4. Repeat the steps above to include all indirect costs types as necessary.

5. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not

save any of the entered information onto the form.

» Component Information

Overall Component

Summary  RER Cover Cower Page Other Sites Srifey "Id':.“:':l Research
Supplement|  Project Parson i Plan
Information Profile Comts

PHS Additional Indirect Costs - Budget Period 1
— b Comcte i D

ndirect Costs

Indirect Cost Rate Indirect Cost Base Funds Requested

Indirect Cost Type %) (1] 5 Action

Add Indirect Cost

Budget Justficaton

Save and Keep Lock Save and Release Lock Canc d Loc m

5.19.2 Adding Another Budget Period

When adding additional budget periods, the information from the previous budget period
is carried over and auto-populated into the fields. This information can be edited as

necessary.

To add an additional budget period:
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1. Select the Add Period button.

PHS Additional Indirect Costs - Budget Period 1
. b recte ud 0 D

Edit

PHS Additional Indirect Costs - Budget Period X displays (where X is the specific

budget period being added).

2. Enter and/or edit the budget information for the specific period.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to

close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the

entered information onto the form.

5.19.3 Editing and Viewing an Entered Budget

Depending on the authority granted, you may view and/or edit existing budget
information for any of the entered budget periods. To edit budget information:

1. Select the link for the period to view or edit (e.g., Period 3 link).

Summary | RSR Cover | Cowver Fage|  Other Sites 5Ky
socolement]  Prolect P

tion rofile
ve Add Period

PHS Additional Indirect Costs - Budget Period 1
@

2. Select the Edit button to edit the information.

3. Update the budget information as necessary.
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4. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.19.4 Deleting a Budget Period

With Edit Budget authority, an ASSIST user may remove entire budget periods from a
component. To delete an entire budget period:

1. Select the link for the period being removed (e.g., Period 3 link)

Summary | RSR Cover | Cowver Fage|  Other Sites 5Ky
sucplemant]  Profect Tl

Infor mation rolie
od 2 , Add Period

PHS Additional Indirect Costs - Budget Period 1
@
| -

2. Select the Edit button to enable editing.

3. Click the Remove Budget Period button.

Save and Keep Lock Save and Release Lock { Remove Budget F'er‘icu

A confirmation window displays.

4. Select the Continue button to confirm the deletion request.

NOTE: Selecting the Go Back button returns the budget period form without
deleting it.

The PHS Additional Indirect Costs tab information displays, with the link for the
removed budget gone. This information is now deleted. The deleted budget period
is also removed from the Cumulative Budget information.
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5.19.5 Removing the Entire Additional Indirect Costs Form

The PHS Additional Indirect Costs form is an optional form which can be removed
if itis not needed for the application. With Edit Budget authority, an ASSIST user
may remove the form from the application.

To remove the form:

1. Click the Remove Form button while within the PHS Additional Indirect Costs
form.

Save and Keep Lock Save and Release Lock l Remove Form .

Remove Budeet Perioc

A confirmation window displays.

2. Select the Continue button to confirm the removal of the entire form. Select
the Go Back button to return to the budget period form without removing it.

IMPORTANT: Removing the form deletes the form and all its contents from
the application. This action cannot be reversed.

5.19.6 Viewing Cumulative Budget

To view the cumulative budget of multiple budget periods, select the Cumulative link.

;'rc" e

PHS Additional Indirect Costs - Budget Period 1

Lonat JIrect LOSLS v

The PHS Additional Indirect Costs — Cumulative Budget displays as read-only.
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Overall Component

Summmary | RER Cover | Cover Page Other Sited Seif¥ay

ative Add Period

PHS Additional Indirect Costs - Cumulative Budget :

5.20 PHS 398 Modular Budget

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

ASSIST users who have been granted budget authority (View or Edit) may add, edit,
and/or view budget information using the Modular Budget tab on a single-project
application.

NOTE: If a user does not have the View or Edit budget authority, the Modular Budget
tab does not display among the tabs for other forms.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.20.1 Adding Budget Period 1
To add budget information for Period 1:

1. Select the Edit button to enable the form for editing.

2. Complete the budget information as appropriate. Required fields are marked with
an asterisk (*).

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.
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NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation - returns the form to read-only and does not
save any of the entered information onto the form.

Click here for an image of the form expanded for editing.

I
5.20.2 Adding Another Budget Period

When adding additional budget periods, the information from the previous budget period
is carried over and auto-populated into the fields. This information can be edited as
necessary.

To add an additional budget period:
1. Selectthe Add Period button.

wnentl|  Project o
dat ‘ Add Period .'

PHS 398 Modular Budget - Period 1

PHS Modular Budget - Budget Period X displays (where X is the specific budget
period being added).

2. Enter and/or edit the budget information for the specific period.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.20.3 Editing and Viewing an Entered Budget

Depending on the authority granted, you may view and/or edit existing budget
information for any of the entered budget periods. To edit budget information:
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1. Select the link for the period to view or edit (e.g., Period 3 link).

RER Cover |Cower Page | Other Sitws [RTO  Modulir [T b
Supplement  Project Person Budget Plan
Information Prafile
Period 1 Perh

od 2 Cusnistive Add Period

PHS 398 Modular Budget - Period 1 @

2. Select the Edit button to edit the information.

Update the budget information as necessary.

4. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

w

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.20.4 Deleting a Budget Period

With Edit Budget authority, an ASSIST user may remove entire budget periods from a
component. To delete an entire budget period:

1. Select the link for the period being removed (e.g., Period 3 link)

RER Cover |Cower Page | Other Sitws [RTO  Modulir [T b
Supplement  Project Person Budget Plan
Information Prafile
Period 1

Period 2 Cusnistive Add Period

PHS 398 Modular Budget - Period 1 @

2. Select the Edit button to enable editing.

3. Click the Remove Budget Period button.

Save and Keep Lock Save and Release Lock | Cancel and Releas 'I"I‘ ; Remove Budget F'»:—!ria
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A confirmation window displays.

4. Select the Continue button to confirm the deletion request.

NOTE: Selecting the Go Back button returns the budget period form without
deleting it.

The Modular Budget tab information displays, with the link for the removed budget
gone. This information is now deleted. The deleted budget period is also removed
from the Cumulative Budget information.

1. Select the Continue button to confirm the deletion request.

NOTE: Selecting the Go Back button returns the budget period form without
deleting it.

The PHS Additional Indirect Costs tab information displays, with the link for the
removed budget gone. This information is now deleted. The deleted budget period
is also removed from the Cumulative Budget information.

5.20.5 Removing the Entire Additional Indirect Costs Form

The Modular Budget form is an optional form which can be removed if it is not
needed for the application. With Edit Budget authority, an ASSIST user may
remove the form from the application.

To remove the form:

1. Click the Remove Form button while within the PHS Modular Budget form.

Save and Keep Lock Save and Release Lock

Remove Budget Perioc

l Remove Form '

A confirmation window displays.

2. Select the Continue button to confirm the removal of the entire form. Select
the Go Back button to return to the budget period form without removing it.

IMPORTANT: Removing the form deletes the form and all its contents from
the application. This action cannot be reversed.

5.20.6 Viewing Cumulative Budget

To view the cumulative budget of multiple budget periods, select the Cumulative link.
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Summary | RER Cover | Cover Page Other Sites Srikey

fupplement  Project Parson Budget

Information Profile
iod

PHS 398 Modular Budget - Period 1 0

The PHS 398 Modular Budget - Cumulative Budget displays as read-only.

. Modular
Summary | RER Cover Coner Fa Other Sites SeMary Research
n - Project o Budgat

5.21 PHS Fellowship Supplement

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT -
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

5.21.0.1 New in Forms-F

« A new ‘Description of Candidate’s Contribution to Program Goals’ attachment was
added to the Fellowship Supplemental form.
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5.21.1 For guidance on completing the form in the ASSIST system, refer
to the steps below.

1. Select the Edit button to enable the form for editing.
First half of the form:
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Summary RER Cover Other Sives Se, -
Pred ﬁ Supplement

ject
Information Profile

PHS Fellowship Supplemental Form
PHS Fellowship Supplemental v5.0 @

" Expand All

1

Introduction to Whew Attachment
Application
(for Resubmituion

applications)

* 2. Applicant’s Background
and Goals for Fellowship
Training

* 3, Specific Atmy

Artachment

i

. Research Strategy

\ttachment

w

Respective
Contributions

-

Selection of Sponsor and View Attachn
Institution

i

Progress Report
Publication List

ifor Rerwreral applicatiomn)

* &, Training in the
Responsible Condust of
Rezearch

%. Sponsor and Co-Sponsor Wiew Attac
Statements
10. Letters of Support from
Collabaraters,
Contributors and
Consultants

11, Description of Institutional PR Erano
Envirgnment and
Commitment to Training

12, Dezcription of
Candidates
Contribution to Program
Goals

Vertebrate Animals

The following item is taken from the Research & Related Other Project Information form and repeated here for your reference. Any change to this item must be made on
the Recearch & Related Other Project Information form.

= are

ebrate Animals used? O Yes O Mo

13, Are vertebrate animals o Yes O No
euthanized?
i “Yes™ to euthanasia
I methed consistent with © Yes O No
American Veterinary
Medical Association
(AVMA) guidatings?
H “Ho™ to AVMA
guidelines, describe
method and provide
sclentific justification

14. Vertebrate Animals

Attachiment

Other Research Training Plan Information

15. Select Agent Research

16. Ressurce Sharing Plan

17. Authentication of Key View Attachment
Biological and/or
Chemical Resources

Forms
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18. Human Embryonic Stem Cells

Cell Line{s):

19, Alternate Phone
Humber:

If yes, describe inon
attached file:

* 24. Citizenship

U.5, Citizen
Hon=U.5. Citizen

25, [ Change of
Sponsaring
Institution

All Fellowship Applicants:

* 26. Tuition and Fees:

Senfor Fellowship Applicants Only:

27. Present Institutional Base
Salary

a. Federal Stipend Requested:

Forms

* Dows the proposed project involve human embryonic stem cells?

- .
bkt {stemcells. nib, gore/researchregistey/ . Or, If

* 23. Applications for Concurrent Support?

U.5. Citizen or Non-Citizen Natienal?

o Yes © Mo

[7] specific stem cell line cannct be referenced at this time. One from the registry will be used

20. Degree Sought During Proposed Award

Degree: If “other”, indicate degree
type:
® 21, Field of Training for Current Prope:
* 22, Current or Prior Kirschitein-NRSA Support? © Yes o Mo
If yes, plecse identlfy current and priov Kirschst NESA support below:
Start Date End Date:
* Level * Type {1 kergmim)) (I known)

o Yoz © No

© Yoz © No
© With a Permanent U.5. Resident Visa
© With a Temparary U.S. Viza

Hame of Former Institution:

o Nene Requested © Funds Requested:

Year 1
Year 2
Year 3
Year 4
Year §
Yoar &
Total Funds Requested:

AROUnt Achdemic Period

8. Stipends/Salary During First Year of Proposed Fellowship:

Amount

Amount

b. Supplementation from Other Sources:

Type (e.g., sabbatical leave, salary)

Expected Completion Date
(MY Y )

Grant Numnber

{If known)

View Attachment

If you are a non-U.5. citizen with a temporary visa applying for an award that requires permanent residency status, and expect to be granted a permanent resident visa by
the start date of the award, check here:

Humber of Months

Humber of Manths

Humber of Manths

Source
25. Appendix
Appendix File Mame View Attachment
Mothing found to display.
oreer ry oor
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2. Provide the required information for each section. This information may be in the
form of attachments, selected radio buttons, or text. Required fields are marked
with asterisks (*).

Some questions are specific to SBIR or STTR applications. This is indicated on
the screen.

Tip: For assistance with attachments, please refer to the topic titted Manage
Attachments.

3. To save the entered information, select the Save and Keep Lock button to keep
the form open for further editing -or- select the Save and Release Lock button to
close the form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the
Continue button on the confirmation pop-up will return the form to read-only and
no information will be saved to the form.

5.22 PHS Assignment Request Form

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT-
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

5.22.0.1 New in Forms-F

The PHS Assignment Request Form was reworked to improve usability. Among the
changes are:

« Clarified instructional text
« Improved field labels
« And a new “Rationale for assignment suggestions” text box.

5.22.1 Steps for Filling out the Form
The PHS Assignment Request form is used for capturing assignment requests.

This form replaces certain information from the application cover letter attachment, and
should be used to:

Forms Data Entry 245 January 12,2021


http://grants.nih.gov/grants/how-to-apply-application-guide.htm
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-026.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-026.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-047.html
https://grants.nih.gov/grants/ElectronicReceipt/files/Annotated_Forms_General_FORMS-F.pdf

ASSIST User Guide

« request an assignment to an institute/center for funding consideration

« request an assignment to a specific study section for initial peer review

« identify individuals who may not be appropriate to review their application
« identify scientific areas of expertise needed to review the application

This form is only visible to receipt and referral staff and scientific review officers, who
may need to act on the information.

For guidance on completing the form in the ASSIST system, refer to the steps below.
5.22.2 Adding an Assignment Request Form
To add an Assignment Request form:

1. Selectthe Add Optional Form button from the Actions navigation panel.

The Add Optional Form pop-up window opens for selecting the form to be added.
From the drop-down menu, select the Assignment Request form and click on the
Submit button.

[[ ADD OPTIONAL FORM ]]

Add Optional Form
Select the form you wish to add [ Assignment Request ¥ ]

The Assignment Request Form displays.
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Application Information @

Summary =~ R&RCover Cover Page Other Sites Sr/Key = R&RBudget Research “;:;BTJ“;;”‘
Supplement Project Person Plan qum
Information Profile =

PHS Assignment Request Form
PHS Assignment Request Form v3.0 @

v Burden Statement

Funding Opportunity PA-81-003

Humber:

Funding Opportunity Test FOA with FORM D (RO1)
Title:

Awarding Component Assignment Suggestions (optional)

if you have a suggestion for an awarding component (e.g., NIH Institute/Center) assignment, use the link below to
identify the appropriate short abbreviation (e.g., "NCI” for National Cancer Institute) and enter it below in the boxes for
“Suggested Awarding Components®. All suggestions will be considered; however, not all assignment suggestions can be
honored.

Information about Awarding Component can be found here: https://grants.nih.gov/grants
/phs_assignment_information.htm#AwardingComponents

Suggested Awarding Components:

Study Section Assignment Suggestions (optional)

if you have a suggestion for a study section assignment, use the link below to identify a study section(s). Enter the short
abbreviation for that study section in the boxes for “Suggested Study Sections.” Remove all hyphens, parentheses, and
spaces. All suggestions will be considered; however, not all assignment suggestions can be honored.

For example, enter "CAMP" if you wish to suggest assignment to the NIH Cancer Molecular Pathobiology study secton,
or "IRGTHDMR" if you wish to suggest assignment to the NIH Healthcare Delivery and Methodologies SBIR/STTR panel for
informatics.

Information about Study Sections can be found here:_https://grants.nih.gov/grants
fphs_assisnment_information.htm#StudySec tion

Suggested Study Sections:

Each entry is limited to 20 characters

Rationale for assignment suggestions (optional) Entry is limited to 1000 characters

List individuals who should not review your application and why (optional) Entry is limited to 1000 characters

Identify scientific areas of expertise needed to review your application (optional)
Hote : Do not provide names of individuals

Expertise:
Each entry is limited to 40

characters
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1. Complete the required fields and any other appropriate information. Required
fields are marked with an asterisk (*).
2. Select one of the save options at the bottom of the form to save the data:
a. To save the information and keep the form open for further editing, select the
Save and Keep Lock options.
b. To save the information and close the form, select the Save and Release
Lock button.
c. To delete the form and return to the original application, select the Remove
Form button.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.22.3 Viewing and Editing the Assignment Request Form
To view and/or edit an assignment request form:

Once the Save and Release Lock button has been clicked, the details of the form are
displayed as read-only.

To further modify the form, select the Edit button.
5.23 SBIR/STTR Information

For assistance with the information required on this form, please refer to the appropriate
application guide on the How to Apply page.

NOTE: The forms in these topics reflect FORMS-F, which must be used for applications
with due dates on or after May 25, 2020 (see the most recent NIH FORMS-F notice NOT-
0OD-20-026 , NIH FORMS-F notice NOT-OD-20-047, and annotated form set for Forms-
F.) For due dates on or before May 24, 2020, use FORMS-E.

5.23.0.1 New in Forms-F

The Application Type field was expanded to include Phase IIC. Though, this new
application type was requested by another agency and NIH has no current plans to use
it.
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5.23.1 For guidance on completing the form in the ASSIST system, refer
to the steps below.

1. Select the Edit button to enable the form for editing.

Application Information @

Summary RE&R Cover Cover Page Othar Setes SriKey 2R Budget Research IE?IR.’S;I;'I'II
Supplement Project Person Plan R
Informatian Profile
SBIR/STTR Information OME Mumber: 4040-0001

Expiration Date: 12/31/2022

SBIR STTR Information v1.3 @

T

Agency to which you are applying (select only one)

o DOE

o HHS

o USDA
o Other:

SBC Control 1D (This 9 digit code is obtained from the small Business Administration)

Program Type (select only one)
o SEIR
=] STTR
o Both (See agency-specific instructions to determine whether a particular agency allows a single submission for both SBIR and STTR)

Application Type [select only one)

o Phase |

o Phase Il

o Fast-Track

o Direct Phase il

o Fhasella

o Fhase B

o PhasellC

o commercialization Readiness Program (See agency-specific instructions to determine application type participation.)

Phase I Letter of Intent Humber:
Agency Topic/Subtopic:

Questions 1-7 must be completed by all SBIR and STTR Applicants:

o Yes *1a. Do you certify that at the time of award your organization will meet the eligibility criteria for a small business as defined in the funding
o Mo opportunity announcement?

1b. Anticipated Mumber of personnel to be employed at your organization at the time of award.
o Yes *1c. 15 your small business majority owned by venture capital operating companies, hedge funds, or private equity firms?

o Yes *1d. s your small business a Faculty or Student-Owned entity?
o Mo

o Yes*Z. Does this application include subcontracts with Federal laboratories or any other Federal Government agencies?

If yes, insert names of the Federal Laboratoriss/agencies:
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O Yes 4.
o Mo

o Yes ®8.
o Mo

o Yes*®3.
o HO

o Yes *10.
o Mo

o Yes 11,
o Mo

Are you located in a HUBZone? To find out if your business is in a HUEZone, use the mapping utility provided by the Small Business
Adrministration at its web site: http: ! fweww.sba.gov

will all research and development on the project be performed in its entirety in the United states?
If no, provide an explanation in an attached file.

* Explanation iew Attachment

Has the applicant and/or Program Director/Principal Investigator submitted proposals for essentially equivalent work under other
Federal program selicitations or received other Federal awards for essentially equivalent work?

* If yes, insert names of the Federal Laboratories/agencies:

Disclosure Permission Statement: If this application does not result in an award, is the Government permitted to disclose the title of
your propased project, and the name, address, telephone number and email address of the official signing for the applicant organization
to state-lavel economic development organizations that may be interested in contacting you for further information (e.g., possible
collaborations, investment)?

Comemercialization Plan: The following applications require a Commercialization Plan: Phase | (DOE only), Phase Il (all agencies), Phase
1711 Fast-Track (all agencies). Include a Commercialization Plan in accordance with the agency announcement and/or agency-spedific
instructions.

* attach File: View attachment

SBIR-Specific Questions:
Questions § and ¢ gpply only to SER gpplications. If you ere submitting ONLY an STTR gpplication, legve questions § and ¢ blank and proceed to
question 10

Have you received SEIR Phase || awards from the Federal Gowernment? If yes, provide a company commercialization history in
accordance with agency-specific instructions using this attachment_

* attach File: iew attachment

Will the Project DirectorsPrincipal Investigator have hisrher primary employment with the small business at the time of award?

STTR-Specific Questions:

Questions 10 - 12 gpply only to STTR goplications. If you ore submitiing ONLY an 56IR gpplication, legve questions 10 - 12 blank.

Please indicate whether the answer to BOTH of the following questions is TRUE:

(1) Does the Project Director/Principal Investigator have a formal appointment or commitment either with the small business directly
(s an employee or a contractor} OR as an employee of the Research Institution, which in turn has made a commitment to the small
business through the STTR application process; AND

(2) will the Project Director/Principal Investigator devote at least 108 effort to the proposed project?

In the joint research and development proposed in this project, does the small business perform at least 40% of the work and the
research institution named in the application perform at least 30% of the work?

* 12. Provide DUNS Number of non-profit research partner for STTR.

The form reopens and is now editable.

Complete the required fields for each section. Required fields are marked with asterisks

(*)-

Some questions are specific to either SBIR or STTR applications. This is indicated on

the screen.
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Tip: For assistance with attachments, please refer to the topic titted Manage
Attachments.

To save the entered information, select the Save and Keep Lock button to keep the
form open for further editing -or- select the Save and Release Lock button to close the
form after saving.

NOTE: Selecting the Cancel and Release Lock button - followed by the Continue
button on the confirmation - returns the form to read-only and does not save any of the
entered information onto the form.

5.24 Form and Field Level Validations

ASSIST component forms include validation features at the field level created to identify
formatting errors or missing required data well in advance of the submission process.
These checks are performed when information is first entered into a field or when the
component form is saved.

NOTE: This topic discusses the validations for improperly formatted data and missing
required data. This topic does not discuss validating the entire application for
submission. Refer to the help topic titled Validating the Application for information on
submission validation.

5.24.1 Field Data Format Validations

Many component forms contain fields requiring certain types of data (e.g., numeric data
in salary fields). ASSIST features field level validation on many form fields to ensure that
they information being entered is in the proper format. In these specific fields, ASSIST
validates the data upon entry (or after moving the cursor from the field) and immediately
displays a pop-alert indicating that the format is not as expected.

(: m—— )
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When this occurs, read the error message and select the OK button. The field containing
the error remains red - and cannot be navigated away from - until the erroneous data is
fixed or cleared out.

5.24.2 Required Field Validations

Many of the component forms in ASSIST include fields requesting required information
that must exist before the application can be submitted. Required fields are marked with
a red asterisk (*). Although the information in these fields is required for submission,
component forms can be saved without this information. This is useful when not all the
required information is known at the time a form is started. A component form can be
started, saved, and completed later when the information is known.

When saving a form with missing required fields, a notice displays indicating that data
entry errors were found and providing the options to Continue saving the form as-is or to
Return to correct errors.

Stre
W ocity (1)
Stat
[ E:turntucmeclmu

¥ RER Budget RER
AT FrugeLL rerson Subavward
Inforrmelios - Erofils S

Project/Performance Site Location(s)

To aid in the identification of incomplete forms, ASSIST employs a missing information
icon - a red exclamation point (!) - on the summary page of incomplete component forms.
The icon indicates the section or field with missing data. If the icon is seen on the
summary page, simply edit the appropriate section of the form and provide the required
information before saving again.

NOTE: Not all forms contain summary pages.
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Summary RER Cover | Cover Page Other Srikey HER Budget KER Research
Supplement Project Person Subaward Plan
Information Profile Budget

Primary Performance Site @

Organization Hame DUMNS Address Acton

Anytown, IL 60614
WHITED STATE

Project/Performance Site Location(s) [ addsite ]

Entry # Organization Hame DUHS Address Action

|_Edit ] Remove ] View

NOTE: Missing required information can also be identified by performing a component
validation. Refer to the help topic titled Validating an Individual Component.

5.25 Add Optional Forms

Depending on the funding opportunity, optional forms may exist for both single- and
multi-project applications. You can add optional forms using the Add Optional Form
feature. Only the optional forms available for the specific funding opportunity can be
added.

5.25.1 Optional Forms for Single Project Applications
To add optional forms to a single-project application:
1. Selectthe Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.
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[ )

Add Optional Form
Select the form you wish to add [ --- Select Form --- v ]

2. Choose a form from the drop-down list and select the Submit button to add the
form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

3. Select the tab of the corresponding form to enter information on the form.

5.25.2 Optional Forms For Multi-Project Applications
To add optional forms to a multi-project application:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page expand the appropriate component from the
Component Type section.

3. Select a component type to display the Component Information.
The Component Information page opens for the component.
4. Selectthe Add Optional Form button from the Actions navigation panel.

A pop-up window opens for selecting the form to be added.
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Add Optional Form

5. Choose a form from the drop-down list.

6. Select the Submit button to add the form to the component.

NOTE: Selecting the Cancel button closes the window without added the form to
the component.

7. Select the tab of the corresponding form to enter information on the form.
See Also

o Edit Overall Component Forms

o Edit Additional Component Type Forms

5.26 Change Component Order
IMPORTANT: This topic is applicable only to multi-project applications.

The Change Component Order screen is used to set the order in which your
components appear in the submitted application (i.e., the PDF version) for each
particular component type. For example, if your application contains four components of
the component type Research, you can re-arrange those four components into any order
you wish. The component order can be changed for components in the status of Work in
Progress, Complete, or Final.
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» Change Component Order

retions @ Change Component Order @
RETURN TO APPLICATION Tip:
MAMAGE ACCESS

ADD OPTIOMAL FORM
ADD HEW COMPOMENT —
DISPLAY COMPONENT STATUS
CHANGE COMPONENT ORDER

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

COPY APPLICATION

DELETE APPLICATION

Component Type

4+ Owerall
+ Career-Dev
+ Ressarch

¥ Training

NOTE: Although components within a particular component type can be re-ordered, you
cannot re-arrange the order of component types.

Access the Change Component Order screen by selecting the Change Component
Order button on the Actions panel. Once the screen is opened, follow the steps below
to update the order of components of a particular component type:

1. Select a component type from the Select Component Type drop-down list and click
the Select button. The component types displayed in the list depend on your
application's FOA.
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» Change Component Order

Actions @ Change Component Order @

RETURN TD APPLICATION Tip:

MAHAGE ACCESS

ADD OPTIONAL FORM

ADD MEW COMPONENT rlect ent Type — Choose Component — [ ]

DISPLAY COMPONENT STATUS

CHAHGE COMPONENT ORDER

WIEW STATUS HISTORY

The screen updates to display the current Order, Component, Project Title, and
Project Lead for each component of the selected component type. Components
display in the order in which they were added to the application until they are re-
ordered using this feature. Once components have been re-ordered, they will
display in the current (i.e., updated) order.

» Change Component Order

Actions @ Change Component Order @

RETURN TO APPLICATION Tip:

MANAGE ACCESS
ADD OPTIOMAL FORM
ADD NEW COMPONENT et ponent Ty Research L

HSPLAY COMPONENT STATUS

Order Component Project Title Project Lead
546-Research (Research 1) T mple of my 1st Research WHITMAN, WALT
oject.

d example of a Research AUSTEM, JANE

CHAHGE COMPONENT ORDER

VIEW STATUS HISTORY

Research |
UPDATE SUBMISSION STATUS
Research ] Research LEE, HARPER
4 B93-R rch (F 4] Research SHAKESPEARE, WILLIAM
COPY APPLICATION
OELETE APPLCATION _—T— [ Grcol |

Component Type

+ Owerall

+ Carser-Dev

— Research
S4b-Fesearch

2. Use the text box in the Order column for each component being re-ordered to enter
an order value. Make sure to enter a unique value in each Order field. You will
receive an error if you attempt to save the order of components with duplicate order
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values.

You may use decimal numbers (up to 2 places) and negative numbers to avoid re-
numbering every component. For example, to re-order a particular component to
appear between the first and second components, enter that component Order as
1.5.

After updating the values, you can use the Refresh button to display the
components in the updated order. Refreshing the displayed order does not save
the order and you can always use the Cancel button to abort the action, even after
refreshing the screen.

Change Component Order @

"[‘:I E:I:

B soec

Component Project Title Project Lead

)

3. When satisfied with the component order, select the Save button to save your
results and return to the Application Information screen.
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Change Component Order @

Tip:
To change components order, enter a numerical value in the Order field.

Select Component Type Besearch Em

Order Component Project Title Project Lead

1 5d6-Research (Research 1) This is a sample of my 15t Ressarch WHITMAN, WALT
Component Type project.

1 169-Research (Research 3) This is a sample of my 3rd Research AUSTEN, JANE
Component Type project.

3 199-Research (Research 2) This is my 2nd example of a Ressarch LEE, HARFER
component type projeck.

4 B93-Research (Research 4) This is my 4th sample of a Research SHAKESPEARE, WILLLAM

f.nr.upur.rnt Type project

C - ) o e

You can see your changes reflected in the Component Type panel.

Component Type

e Caneoe Do

~

— Research

Sd4b-Research
(Research 1)

169-Research
(Research 3)

+ Training

See Also

« Actions
« Application Information

« Component Information
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5.27 Delete a Component
IMPORTANT: This topic is applicable only to multi-project applications.

If you are the Signing Official, Administrative Official, or the PI of the lead organization -
and/or- you have Entire Application Editor privilege, you have access to the Delete
Component feature in ASSIST. The Delete Component features allows you to
permanently delete individual components of any status from the application.

IMPORTANT: Deleting components is a permanent action. Once deleted, a
component cannot be accessed, retrieved, or viewed. There is no way to recover the
component.

NOTE: ASSIST also has a Delete Application feature for deleting an entire application.
Individual components do not need to be deleted first when deleting the entire
application. Refer to the topic titled Delete the Application for steps on deleting entire
applications.

To delete a component:
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1. Open the Summary tab of the component you wish to delete.
2. From the Actions panel, select the Delete Component button.

» Componant Information

|
Actions @ Core
FETURH ED ARPLICATION LS ReR Cover | Cover Page||  Other Sites Sr/Key | RER Budget|  RER Research
Supplement Project Person Subaward Flan
MAHAGE ACCESS Information Profile Budget

ADD OPTIOHAL FORM

ADD HEW COMPONENT &= Component Information

DISPLAY COMPOMENT STATUS
94%-Core

CHANGE COMPONENT ORDER

PREVIEW CURRENT COMPONENT o~

WALIDATE COMPONENT

WIEW STATUS HISTORY Lead(s AUSTEN, JANE

UPDATE COMPONENT STATUS Sample Organization

C DELETE COMPONENT )

COPY APPLICATION

2013-03-29 09:39:17.000 AM EDT

DELETE APPLICATION

& | Application Information

PD/PI Hame: DOSTOEVSKY, FYODOR

zation: UHIVERSITY

2012-11-05 03:14:53.000 PM EST

Sample Short Mame  [Update Short Hame)

Pride & Prejudice and the Human Psyche

Component Type
758
+ Owverall FOM Number: PA-D0-000
Project Title: Crime & Punishment and the Effects on Mental
Health

A confirmation message displays as follows: You are about to delete this
component. Once this component has been deleted you will no longer be able to

retrieve or view it. Do you wish to continue with the delete?
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2N

‘ Continue ' Co Back

3. Select the appropriate action:

You may cancel the action at this point by selecting the Go Back button. If
you choose Go Back, the delete process ends, you return to the summary
tab from which you began, and the following steps are no longer applicable.

—OR-—
To continue with the deletion, select the Continue button.

Upon continuing, a second confirmation displays as follows: Selecting Continue
will remove this component permanently from the application.

4. This warning provides a final means of aborting the deletion. Carefully select the
appropriate action:

To stop the deletion process, select the Go Back button. If you choose Go
Back, the delete process ends, you return to the summary tab from which you
began, and the following steps are no longer applicable.

—OR-

To confirm the action and permanently delete the component from the
application, select the Continue button. Remember that this action is
irreversible. Once the component is deleted, you cannot retrieve it.
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NOTE: You cannot delete a component if one or more of its forms are locked by yourself
or another ASSIST user. If a form is locked, you will see the following error on your
screen after continuing from the second confirmation screen:

The component cannot be deleted as the following form(s) are currently locked by <User
ID> in: <application ID>: <locked form>

The Application Information screen displays with the message Component successfully
deleted. You will also notice that the component has been removed from the left-side
panel of Component Types.

sctions @ Application Information @

MANAGE ACCESS

S Applicatien Informat: INK 10 the bréadcrumbs 2 return 1 I
DISPLAY COMPOMENT STATUS lo Component Successfully deleted D
SPLAY COMPONENT STATUS
o

CHANGE COMPORENT ORIDER

PREVIEW APPLICATION

VALIDATE APPLICATION B Apphcauon Informatlon

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS A t Crime & Punishment and the Effects on Mental
{ealth
DSTOEVSKY, FYODOR
COPY APPLICATION UHIVERSITY

When a component is deleted from an application, the Application Status History reflects
this action. The Status in the history show as Abandoned. The Status Comment will
indicate that the component was deleted by displaying the following Component ID: <ID
number> Deleted, along with the name of the ASSIST user who performed the deletion.

= Wiew Application Status History
jm—

Actions @ Application Status History @

RETURN TO APPLICATION INFO

Status Date = Crabus Statuz Commeant Statuz Type Update Uzar

DISPLAY COMPONENT STATUS

( VIEW STATUS HISTORY _) (:':: OF 12:00:57 PM  Abandoned Component Id : 949 om ) JOVCE
ADD MEW COMPOMEMT - -
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6 Application Submission Status Workflow for Multi-Project
Applications

IMPORTANT: This topic is applicable only to multi-project applications.

As your multi-project application evolves, its status is updated to reflect the current stage
in the submission process. This may be a manual status update or an automatic update
performed by ASSIST (i.e., system-generated).

The following provides a definition of the various status levels of an application.
Work in Progress: Allows editing of an application

All Components Final: Indicates that all components are in a status of Final (if not
Abandoned); also indicates that the application is ready for the Validate
Application process

All Components Validated: System-generated status set when the Validate
Application process runs error-free

Ready for Submission: Manual status which should be set after all internal
reviews have taken place

Submitted: System-generated status set after submitting the application to
Grants.gov

Submission Errors: System-generated status indicating that the validation
process returned errors

Abandoned: Manual status applied to indicate that the application is no longer
being worked on

NOTE: The ability to update an application's status is dependent on the status of its
components. If an application's components are not in the proper status, certain
application status updates cannot be made. Refer to the table in the Update Application
Submission Status topic for the valid conditions for updating the application status.

The figure below provides a general overview of the typical flow of an application from
Work in Progress to Ready for Submission status.
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ASSIST Application Submission Status Workflow

o nurnberl-l _
S

1. Component Status is

3. Mark Component “Final”

“Work In Progress” Repeat for each ind. Component

2b. Mark Component “Complete”
and bad/trash component
“Abandoned” Repeat as necessary

!

4. Application: Update Submission
Status to “All Components Final”

Error-Free 6. Application status changes to
| —— “All Components Validated”
—— [ )
5. Validate entire Application
Contains |errors 7. Application: Update
Submission Status to “Ready for
Submission”

5a. Application: Update Submission
itatus to “Work in Progress”

5b. Change ermored Component 6c. Make necessary corrections to
Status to “Work In Progress” applications and Validate

See Also

Display Component Status

Update Application Submission Status
Update Component Status

View Application Status History

o View Component Status History

6.1 Display Component Status

Selecting the Display Component Status button from the Actions panel opens the Status
Summary. This screen displays a status summary of the entire application and its
components.

IMPORTANT: This topic is only applicable to multi-project applications.

The information on the screen is as follows:

o Component ID (for individual components only)
« Status
o Next Steps
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The Next Steps gives a description of what type(s) of status update can be performed
against the componentin its current status.

» Status Summary

Application Status @

o To update a status start by selecting the Update Submission Status button in the left column from:
« Ay fa

rm in an Applicatan for the Application

« Component Summary for a Component

Status MHext Step

Waork in Progress Update status to All Components Final once all components are in & Final or Abandoned
status

Component Statuses

Componant ID Sotabus Hext Steps
| ! F vy be updated to

See Also

Application Submission Status Workflow for Multi-Project Applications
Update Component Status

Update Application Submission Status

View Application Status History

o View Component Status History

6.2 Update Component Status

IMPORTANT: This topic is only applicable to multi-project applications.

ASSIST users with the appropriate privilege may update the status of an individual
component of a multi-project application when necessary as follows:
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Table 1: Valid Component Status Changes

Complete

Abandoned*

Work in Progress Final

*Note: An Overall
component cannot be

abandoned

Final
Complete

Work in Progress
Final Work in Progress
Abandoned Work in Progress

NOTE: In order for an application to be submitted, at least one component of the
application must be marked as Final. All other components must be in Final or
Abandoned status.

To update the status of a component:

1. Selectthe Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page expand the Overall or other component type
from the Component Type section of the navigation panel to display the list of
components within the section.

3. Selecta component.

4. Click the Update Component Status button.

The Update Status window opens.
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Admin-Core

RER Budget Research
Plar

' Application Information

5. Select the appropriate status from the Select the new status drop-down list.
6. Complete the status update:

a. Enter a commentin the provided text box.

b. Selectthe Add comment button.

-OR-

c. Selectthe link titled or continue without adding a comment to update the
status without entering a comment in the provided text box.

A notification of the change in status is sent to the appropriate individual(s). The
application status is changed to the selected status.

NOTE: When marking a component as Final, ASSIST validates if any senior/key
persons with a bio-sketch exist on another component marked as Final. Only one bio-

sketch may exist per senior/key person on an application. Refer to the help topic titled
Verify Senior/Key Personnel for information on this topic.
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6.3 Component Status History

IMPORTANT: This topic is only applicable to multi-project applications.

From the Component Information page, select the View Status History button to display
the Component Status History page.

v Cormparant Infaramption

—
Actions @ Core
AN RSO Rl RiR Cover | Cover Page| Other Sites Sr/Key | RER Budget|  RER Research
Supplement|  Project Person Subaward Plan
MAMNAGE ACCESS Information Profile Budget
ADD OPTIOMAL FORM
ADD NEW COMPONENT & Component Information
DISPLAY COMPONENT STATUS —_
249%-Core
CHANGE COMPONENT ORDER Sample Short Hame  [Update Short Hame]
PREVIEW CURRENT COMPOMENT
WVALIDATE COMPOMENT Titke Pride & Prejudice and the Human Psyche

( VIEW STATUS HISTORY } i t AUSTEN, JANE

UPDATE COMPONENT STATUS SME MO

2013-03-29 09:39:17.000 AM EDT
DELETE COMPOMENT
COPY APPLICATION

Application Information

¥

DELETE APFLICATION

ToS

PA-00-000

Component Type
Crime & Punishment and the Effects on Meantal
Health
+ Owerall DOSTOEVEKY, FrODOR
+ Core

UNIVERSITY

2012-11-05 03:14:53.000 PM EST

The Component Status History page displays the following information for each status
change made to the component:

o Status Date
This is the time and date on which the status of the component was updated.
Updates to the status are performed using the Update Component Status button
for the specific component.

« Status
This field displays the status of the component.
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o Status Comment
This field displays comments regarding the component status update. Comments
are optional when updating the status; therefore, this field may be blank.

« Update User
This field indicates by whom the status was updated. It may display the system

name (ASSIST) or the actual user who updated the application (Last Name, First
Name).

Core Component Status History %

Shatus Date - Status Status Comment Update User

See Also

« View Application Status History

6.4 Update Application Submission Status
To update the submission status of the application:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. From the Application Information page select the Update Submission Status
button from the Action list.

The Update Status window opens.
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Application Information

|_4dd comment il Cancel

3. Select the appropriate status from the Select the new status drop-down list.

4. Complete the status update:
a. Enter a commentin the provided text box.

b. Selectthe Add comment button.
-OR-

c. Selectthe link titled or continue without adding a comment to update the
status without entering a comment in the provided text box.

A notification of the change in status is sent to the appropriate individual(s). The
application status is changed to the selected status.

6.4.1 Multi-Project Application Status Flow
The normal flow of status changes for a submitted multi-project application is as follows:

Work in Progress >> All Components Final >> All Components Validated >> Ready for
Submission >> Submitted

The table below lists the valid application status changes and conditions.
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Table 2: Valid Application Status Changes for Multi-project Applications

Current Status

Work in Progress

Valid Status Change

All Components Final

Special Conditions

At least one
component,
including the
Overall, must be
marked as Final;

All components
must be marked as
either Final or
Abandoned

Work in Progress

Abandoned

All Components Final

Work in Progress

All Components Final

Abandoned

All Components Final

All Components Validated

This status is set by
ASSIST once an

application in All
Components Final
status passes
validations.

All Components Validated

Ready for Submission

All Components Validated

Work in Progress

All Components Validated

Abandoned

Ready for Submission

Work in Progress

Ready for Submission

Abandoned

Submitted

Work in Progress

Agency status is
Pending Verification
or Refused

Submission Errors

Work in Progress

Abandoned

Work in Progress

Refer to the help topic titled Update Component Status for information on updating the
status of individual components.
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6.4.2 Single-Project Application Status Flow

The normal flow of status changes for a submitted single-project application is as
follows:

Work in Progress >> Ready for Submission >> Submitted

The table below lists the valid application status changes and conditions.

Table 3: Valid Application Status Changes for Single-project Applications

Current Status Valid Status Change Special Conditions
Work in Progress Abandoned
Work in Progress Ready for Submission
Ready for Submission Work in Progress
Ready for Submission Abandoned
Agency status is
Submitted Work in Progress Pending Verification
or Refused
Submission Errors Work in Progress
Abandoned Work in Progress

6.5 View Application Status History

From the Application Information page select the View Status History button to display
the Application Status History page.

IMPORTANT: You can access Application Information any time by selecting the
Return to Application Info button on the Actions panel.
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P Application Information @

MAHAGE ACCESS

ADD QPTIOMAL FORM
PREVIEW APPLICATION

T % Application Information

' VIEW STATUS HISTORY ,

UPDATE SUBMISSION STATUS

Crime & Punishment and the Effects on Mental
Health

DOSTOEVSKY, FYODOR

WY APPLICATION UHIVERSITY

The Application Status History page displays the following information for each status
change to the application:

« Status Date
This is the time and date on which the status of the application was updated.
Updates to the status are performed using the Update Component Status button
for the specific component.

« Status
This field displays the status of the application. Depending on the type of status
update, this field may display the submission status, Grants.gov processing status,
or Agency status.

o Status Comment
This field displays comments regarding the status update. Depending on the type
of status update, this field may display the comments entered upon submission or
Grants.gov error details when applicable.

« Status Type
This field displays the type of status update performed -ASSIST, Grants.gov, or
Agency.

o Update User
This field indicates by whom the status was updated. It may display the system
name (ASSIST) or the actual user who updated the application (Last Name, First
Name).
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Application Status History @

Status Dabe ] Status =
2012-10-02 12:51:45 PM All Components Final

2012-10-02 12:52:07 PM All Components Valdated
2012-10-02 12:52:24 PM Ready for Submiscion

2012-10-02 12:53:12 PM Susbmd tted

Status Comment =

Validated with Mo Errors

Submitted to Grants.gov
with Tracking Mum:
GRANTON 23456

1 -4 of 4 records, Page 1 of 1

Status Type s

Submission
Status

Submission

Submission
Stabus

Update User

Joyca, James
Joyes, Jumet
Joyes, Jumet

Joyes, James

See Also

o View Component Status History
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7 Generating a Preview of the Entire Application

With the appropriate privilege(s), ASSIST users may view, print, and/or locally save a
preview of the application image from the Preview Application screen.

From this screen, you may perform the following actions:

« Generate and view an initial image preview
« View a previously generated image preview
« Generate subsequentimage preview(s)

The Preview Application screen is accessed by selecting the Preview Application button
on the Application Information page Actions panel.

Tip: Select the Return to Application button on the Actions panel to return to the
Application Information page.

7.1 Generating and Viewing the Initial Application Image

To generate an initial preview request:
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1. Select the Generate Preview button from the Preview Application screen.

Preview Application @

Tips:

Usar Status Date . Status Acton

Generate Preview

NOTE: If a preview request was generated prior to this request, information on that
preview will display in the table. Refer to the help topic titled Viewing a Previously
Generated Image for more information.

ASSIST queues the request for the preview. The table on the screen updates with
the requester information and the status of the request, which could be Waiting to
Process, Processing, Failed, and Preview Available.

While the request is processing, the Refresh Status button can be used to update
the status and to check on the progress of the request. When the request
processing is completed, the View button displays in the Action column.

2. Optional: Use the Refresh Status button to update the status and monitor the
progress until completed.

Generating a Preview of the Entire 277 January 12,2021



ASSIST User Guide

* Praview Application

Preview Application @

Tips:

User Status Date O Status Action

Refresh Status

3. Select the View button to view the application image.

Privig ADplicatisn

Preview Application @

Tips:

User Status Date - Shatus A Hon

Wiew

The application image displays in a separate window. From here, you can review,
print, and/or save the image locally if needed.

4. Close the window displaying the PDF.

NOTE: Although unlikely, itis possible that another ASSIST user accessing the
application at the same time could generate a preview request for the application while
you are in the Generate Preview screen. If this occurs, you will see the following error
message when you attempt to select the Generate Preview button : A ‘Generate
Preview' request is pending for this application. You may generate another preview
when all pending requests have processed.
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7.2 Viewing a Previously Generated Image
To view an application image previously generated:
1. Open the Preview Application screen.

The screen displays information about the prior preview request. This includes the
User who submitted the request, the Status Date, the Status of the request, and
the View button in the Action column.

2. Select the View button to view the image.

i ADPHCALS

Preview Application €

Tipa:

User Status Date St AcBon

Wiew

Generate Preview

The application image displays in a separate window. From here, you can review,
print, and/or save the image locally if needed.

3. Close the window displaying the PDF.

7.3 Requesting a New Application Image

Even if an image currently exists, a new preview can be generated. To request a new
preview:

1. Open the Preview Application screen.

The screen displays information about the prior request. This includes the User
who submitted the request, the Status Date, the Status of the request, and the
View button in the Action column.
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2. Optional: Select the View button to view the existing image.

3. Select Generate Preview button to generate the new request for an image.

Preview Application @

Tips:

User

Status Date -

Status

Action

ASSIST queues the request for the preview. The table on the screen updates with
the requester information and the status of the request, which could be Waiting to
Process, Processing, Failed, and Preview Available. This information is displayed

beneath the previous request.

v Privider AR iniea
Preview Application @

Tips:

Uzer

Refresh Status

Status

AcBon

While the requestis processing, the Refresh Status button can be used to update
the status and to check on the progress of the request. When the request

processing is completed, the View button displays in the Action column. The new
image replaces the previously generated one.
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4. Select the View button to view the application image.

The application image will display in a separate window. From here, you can
review, print, and/or save the image locally if needed.

5. Close the window displaying the PDF-.

NOTE: Although unlikely, it is possible that another ASSIST user accessing the
application at the same time could generate a preview request for the application while
you are in the Generate Preview screen. If this occurs, you will see the following error
message when you attempt to select the Generate Preview button: A ‘Generate
Preview' request is pending for this application. You may generate another preview
when all pending requests have processed.

« Application Information

o Previewing a Component or Form

7.4 Previewing a Component or Form
IMPORTANT: This topic applies only to multi-project applications.

With the appropriate privilege(s), ASSIST users may view and print previews of an
application's forms or of the individual components of a multi-project application.

7.4.1 Previewing the Current Form

While working on a form of an application, you can open a preview of what that form
looks like as a PDF document.

To preview the form you are working on:
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1. Select the specific form to preview by clicking its tab.

2. From the Actions panel, select the Preview Current Form button.

5.

©

Actions
RETURH TO APPLICATION
MAMAGE ACCESS

ADD OPTIOMAL FORM

( PREVIEW CURRENT FORM

)

VALIDATE APPLICATION

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

COPY APPLICATION

DELETE APPLICATION

Application Information @

SLmmary

RER Cover |Cover Page I
supplement [N
Information

» Application Information

Research & Related Other Project Information

7]

Select the appropriate option to open the document file.

A PDF version of the specific form is generated and displayed within a new

browser window.

PDF locally.

Close the window displaying the PDF.

7.4.2 Previewing a Component

. Optional: Select the print option to print the PDF or the save option to save the

NOTE: This applies only to multi-project applications.

1.

From the Component Information page, select the Preview Current Component
button from the Action section.
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CHAMGE COMPOMENT ORDER

PREVIEW CURRENT COMPOMENT }

VALIDATE COMPOMENT

VIEW STATUS HISTORY

UPDATE COMPOMENT STATUS

j—
Actions @ Admin-Core
RETURN TO APPLICATION Summary [T Cover Page||  Othar Shtes Sy RER Budget  Ressarch
Sug rofect Perton Plan
MAHAGE ACCESS Infar matior Frafile
ADD OPTIOMAL FORM
ADD NEW COMPONENT &= Component Information
DISPLAY COMPONENT STATUS

021-Admin-Core

Update Short H

ame]

Admin-Core

Sample Admin-Core Component for multi-project

S015-01-12 19: 3243 000 AM EST

A PDF version of the

component is generated within a new browser window,

showing the component forms and attachments.

NOTE: Application and component summaries and tables of contents are

generated only when
components. Refer to

previewing the entire application, not for individual
the help topic titled Generating a Preview of the Entire

Application for information on previewing an entire application.

Optional: Select the p
PDF locally.

3. Close the window dis

rint option to print the PDF or the save option to save the

playing the PDF.
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8 Introduction to Non-Research Amendments (for Non-
Research Agencies)

Non-research users will utilize the eRA Commons to initiate amendment applications
and the Application Submission System & Interface for Submission Tracking (ASSIST)
to complete and submit applications.

The initial step requires logging in to the eRA Commons environment with the role of
PD/PI (Project Director/Principal Investigator) or SO (Signing Official).

Eligible users will then see the Non-Research option in the main menu ribbon. Selecting
that tab provides access to the Manage Post Award Amendments option which is the
starting point for the initiation and submission process.

U.5. Department of Health & Human Services £ www.hhs.gov

Welcome: Fanny Crosby
- 10 i Commons @ :nﬂgtm;r?lﬁiﬁj\?&5|w OF CANTICO
A program of the National Institutes of Health Roles: Pl POSTOOG

Logout | Contact Us | Help
I Hnn-Ftesear-:h

Home Admin nstituticn ofile Personal Profile  S5tatus  ASSIST  Prior Approval RPPR xTrain  xTRACT Admin Supp eRA Partners
Manage Post Award Amendments

Welcome to the Commons

Please refer to the PD/PI or SO-specific sections for searching for and initiating
amendments for eligible grants.

Once an amendment application has been initiated via Manage Post Award
Amendments in the eRA Commons, the system will open ASSIST and pre-populate the
application with the required forms and select data fields.

ASSIST provides validations and previews to help to minimize submission and review
issues that might otherwise have a detrimental effect on the application.

The topics in this section cover expanded information on this process as well as the
unique forms that may be required.

8.1 Search and Initiate -- PD/PI View

When a user with a PD/PI role selects the Non-Research tab and then the Manage
Post Award Amendments tab, the system will present them with a list of grants eligible
for amendments. This list will only display those grants on which the useris a PD/PI.
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A checkbox is available to show expired grants as well and these may also be
amended.

Home Admin Institution Profile Personal Profile Status ASSIST Prior Approval RPPR xTrain xTRACT Admin Supp eRA Partners MNon-Research

Manage Post Award Amendments

Manage Post Award Amendments: Search @
Crevecores e
Showing 1 - 6 of total 6

Grant Federal Project Project Budget Budget
Number & Agency Start % End $ Start % End % Project Title % Action

L1

H795MO00898  SAMHSA 01/01/2020 12/31/2024  01/01/2020 12/31/2020 SAMHSA Non-Research view [Binitate =
Type 1 FOA

HT95M333333  SAMHSA 01/01/2015  12/31/2024 01/01/2015 12/31/2020 SAMHSAMNon-Research
Type 1 FOA

HT9SMB66666 SAMHSA 01/01/2020  12/31/2024 01/01/2020 12/31/2020 SAMHSA Non-Research view [Einitiate . -
Type 1 FOA

Budget Revision
Carryover Request

Change in Scope
Key Personnel
Merger, Transfer, etc
No-Cost Extension
Organization Change

The screen will show buttons in the Action column to Initiate a new amendment
application or to View a previous amendment application if applicable.

Clicking on the Initiate button will open a menu showing the types of amendment
options available.

« Budget Revision

« Carryover Request

« Change in Scope

« Key Personnel

« Merger, Transfer, etc
» No-Cost Extension

» Organization Change

Clicking on one of the menu options will open the ASSIST module and open all of the
forms required for the type of amendment selected.
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/A= Application Submission System & Interface Username: DSWARNER
/% for Submission Tracking (ASSIST)

Sponsored by the National Institutes of Health

Home = Application Information

Application Inf; Reauir — —
° ,_.Pp B} — g” A Required FQTmS] . _|Additional forms required
Tip: Some actions (e.g., Pgffiew Application and Validate Application) are only availabl .
for this amendment

Actions

ADD OPTIONAL FORM Information link in the crumbs above can be used to return to this screen,

- SF424 HHS Budget - Budget Project Other
PREVIEW APPLICATION Cover Checklist M- Marrative | Marrative | Marrative
Construct. Attachments

VALIDATE APPLICATION =
Type of amendment
selected

UPDATE SUBMISSION STATUS Application Identifier: 10714
Applicatio [Pcst Award Amendment (Change in Scope)

COPY APPLICATION SAMHSA Type 1 NonResearch

VIEW STATUS HISTORY 51 Application Information ‘

ANDERSOM UNIVERSITY
ct Period: 01/01/2020 - 12/31/2024

Submit Application

2016-10-03 10:57:04.000 AM EDT
=] FOA Information

PA-XX-123
SAMHSA TEST Post Award Amendments (Type 6)
SAMHSA

SAMHSA-TEST-TE-PAA
Open Date: 07 /06/2016
Close Date: 06/30/2020

Agency Contact: NIH Tester
For Testing Purposes
E-mail: eralATesters@mail.nih.gov
Phone: 123-123-1234

SAM Registration Expiration Date: 08/22/2017

egistra tion Click for SAM Registration Details

ASSIST will open to the Application Information screen (i.e., Summary tab) showing the
Action options on the left side and tabs for the required forms above the information
section.

Please refer to the core ASSIST Help topics for specific functionality within ASSIST.
However, note that non-research applications may have required forms that are not
standard for research applications. Please see Forms under Non-Research
Amendments for descriptions of forms unique to non-research applications and
amendments.

The forms required are added to the applications depending on the funding
announcement and the type of amendment selected. The SF424 and HHS Checklist are
always required.
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Many fields in the SF424 and some other forms are pre-populated; some of those fields
are editable whereas some are read-only. The pre-populated fields have information that
has been transferred into the application from the eRA Commons.

« 1. Type of Submission - (Pre-populated and Read-only)
« 2. Type of Application, letter (for Revision type), description in Other (if Revision
type "E: Other" is selected) - (Pre-populated and Read-only)

« 3. Date Received - (Automatically populated at the time of submission with the
current date)

« 5. Federal Award Identifier - (Pre-populated and Read-only)

« 8. a-d (Legal name, Tax ID number, DUNS, and address) - (Pre-populated. DUNS
is Read-only)

« 10. Name of Federal Agency - (Pre-populated)

« 11. Catalog of Federal Domestic Assistance Number and CFDA Title - (Pre-
populated)

« 12. Funding Opportunity number and Title - (Pre-populated and Read-only)

« 13. Competition ID Number and Title - (Pre-populated)

« 15. Description of Project - (Pre-populated)

« 16. Applicant and Program/Project - (Pre-populated)

« 17. Start and End Date - (Start Date is Pre-populated and Read-only and End Date

is pre-populated)

18. Estimated Funding. (These fields are pre-populated with "0.00")

NOTE: All fields with an asterisk [*] are required be completed in order to submit the
application.

8.2 Search and Initiate - SO View

From the Non-Research Amendments - View screen in eRA Commons, the SO will
select the amendment actions from the Initiate button in the Action column for the
applicable grant.

NOTE: SAMHSA users who are Business Officials will be given the Signing Official role
in eRA Commons.

Open Search by clicking on the Non-Research tab and then the Manage Post Award
Amendments tab.
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The resulting Search screen will provide fields to search by several criteria. If the search
criteria fields are left blank and then the Search button is clicked, a list of all eligible
grants for the organization are displayed.

Home Admin Institution Profile Personal Profile Status ASSIST Prior Approval RPPR  xTrain xTRACT Admin Supp
eRA Partners Non-Research

Manage Post Award Amendments

Manage Post Award Amendments: Search @

Activity @ Ic-e All selected (6) -

Serial # @ PD/PI Last Name @

T Include Expired Granid@

Showing 0 to 0 of 0 entries

Grant Federal Project Project Budget Budget Project

- - -

Number % Agency + Start *+ End ¥ Start + End ¥ Title ¥ Action

No data available in table

Once the desired criteria has been entered and the Search button has been clicked, the
resulting list will have an Initiate button and, if there are already amendments for that
grant, a View button. The view option will show a summary of the previous amendments
on that grant.

If the listis long, the SO may also use the Filter tool to find specific grants or grants with
specific criteria (specific PD/PI, for example).
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Home Admin
Non-Research

Manage Post Award Amendments

Activity @

Serial #@

[¥]Include Expired Grants @

Filter:

| 123
Grant Federal
Number & Agency %
H79SM000123 SAMHSA
H795M001234  SAMHSA
H79SM012345 SAMHSA

Project
Start

-~
-

01/01/2020

01/01/2020

01/01/2020

Manage Post Award Amendments:

Project
End

-
-

12/31/2024

12/31/2024

12/31/2024

Search @
Ic

PD/PI Last Name @

Budget
Start

-
-

01/01/2020

01/01/2020

01/01/2020

Institution Profile  Personal Profile  Status ASSIST Prior Approval RPPR xTrain xTRACT Admin Supp eRA Partners

e

Budget
End

-~
b

12/31/2020

12/31/2020

12/31/2020

SM ~

Showing 1 - 3 of total 3 (filtered from 42)

‘ '

Show 25 E|perpage

Project Title + Action
SAMHSA Type 1 P »

Nﬁn-RmaarzﬁeFOA view | [Einitiate.. -
SAMHSA Type 1 view IBIGIGIES

Non-Research FOA

SAMHSA Type 1

Non-Research FOA Binitiate . -

View

Once the grant to be amended is located, click on the Initiate button in the Action
column on the row for that grant to see a drop-down menu listing the following

amendment options:
Filter:
[123 l Show| 25 Bperpage « »
Grant Federal Project Project Budget Eudget
Number & Agency S Start + End & Start + End & Project Title % Action
H79SM000123 SAMHSA  01/01/2020 12/31/2024 01/01/2020 12/31/2020 SAMHSA Type 1 )
Non-Research FOA view E Initiate. . -
H79SM001234 SAMHSA  01/01/2020 12/31/2024  01/01/2020 12/31/2020 SAMHSA Type 1 Budget Revision
Non-Research FOA Carryover Request
H79SM012345 SAMHSA  01/01/2020 12/31/2024 01/01/2020 12/31/2020 SAMHSA Type1 Change in Scope
Non-Research FOA Key Personnel
Merger, Transfer, etc
Mo-Cost Extension
Organization Change
« Budget Revision
» Carryover Request
« Change in Scope
« Key Personnel
« Merger, Transfer, etc
Introduction to Non-Research 289 January 12,2021




ASSIST User Guide

« No-Cost Extension
« Organizational Change

Select the most appropriate type. The user will then be taken to ASSIST to begin the
post award amendment application with the amendment-specific forms.

The SF424 and HHL Checklist are always required for these amendment applications.
There may also be other forms required that are unique to Non-Research applications.
For more detail on these forms, see the Non-Research Forms section.

J_j U.S. Department of Health & Human Services &) eRACommons ) Home J) Logout ) Help Desk ) Contact Us

Application Submission System & Interface Username:

for Submission Tracking (ASSIST)
Sponsored by the National Institutes of Health

>, =
Home » Application Information
Required Forms ) Other forms for the type
Actions @ Applicationfniormation o of amendment selected

ADD OPTIOMAL FORM Tip: Some actions (e.g.Jreview Application and Validate Application) are only available from this screen. "
Information link in thi aderumbes above can be used to return to this screen.

PREVIEW APPLICATION
SF424 HHS l Budget - Budget Froject Other
VALIDATE APPLICATION Cover Chechklist Hon- Marrative | Marrative | Narrative
Construct. Attachmenits]

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS 51 Application Information
Application Identifier: 10805
(—a‘wl“«.“-lir-m tion Type: Post Award Amendment (Budget Revision)
COPY APPLICATION Application Project Title: SAMHSATYpe 1
Mon-ResearchFOA
PD/Pl Name:
Organization: UNIVERSITY OF GAUDIUM
Project Period: 01/01/2020 - 12/31/2024
Status: Work in Progress Submit Application
Status Date: 2016-10-05 05:25:4%.000 PM EDT

=] FOA Information

FOA Mumber: PA-51-666
Opportunity Title: SAMHSA TEST Post Award Amendments (Type 6)
Agency: SAMMHSA

CFDA Number:

SAMHSA-TEST-T6-PAA
07/06/2016
Dpportunity Close Date: 06/30/2020

Agency Contact: MIH Tester
For NGIT Testing Purposes
E-mail: eralATesters@mail.nih.gov
Phone: 123-123-1234

SAM Registration Expiration Date: 08/22/2017

SAM Registration is Click for SAM Registration Details
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8.3 Forms

Depending on the funding opportunity and the type of amendment, a combination of the
forms below will be included with the ASSIST application package. Note that all of the
required forms should automatically load into ASSIST for the Funding Opportunity
Announcement (FOA) and amendment type selected, but some forms may be added
manually as well.

e SF424 -
« Instructions: https://www.grants.gov/web/grants/form-instructions/sf-424-
instructions.html

o SF424A (Budget Information — Non-Construction Programs) -
o Instructions: https://www.grants.gov/web/grants/form-instructions/sf-424a-
instructions.html

o SF424B (Assurances for Non-Construction) -
o Instructions: https://www.grants.gov/web/grants/form-instructions/sf-424b-
instructions.html

o SF424C (Budget Information for Construction Programs) -
o Instructions: https://www.grants.gov/web/grants/form-instructions/sf-424c-
instructions.html

o SF424D (Assurances for Construction Programs) -
o Instructions: https://www.grants.gov/web/grants/form-instructions/sf-424d-
instructions.html

o SFLLL (Disclosure of Lobbying Activities) -
« [need instruction link]

« Project Abstract Summary -
o https://www.grants.gov/web/grants/form-instructions/project-abstract-
instructions.html
« HHS Checklist -
« Budget Narrative Attachment -

« Project Narrative Attachment -
o Other Attachments -

Additional information for the forms above can be found in Non-Research Forms.
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9 Non-Research Non-Competing Continuation Overview

SAMHSA grantees are now able to use ASSIST for non-competing continuation
applications (non-research only).

They will initiate the application in eRA Commons and prepare and submit itin ASSIST.

NOTE: If a PD/Pl is not the initiator of a Continuation application, they will not be able to
view or edit the application in ASSIST until an SO (Signing Official) has given them that
permission.

Grantees will be able to track the application in eRA Commons through Status; they will
also be able to manage their entire non-competing continuation process for their grant
using a new Manage Continuations sub-tab in eRA Commons.

Requisite changes will also be made to the Grant Folder.

9.1 Non-Competing Continuation Process

9.1.0.1 How does a PD/PI or BO know when a non-competing continuation
application is due?

1. The PD/PIl and BO are notified via email of the upcoming due date for the required
application. The application package is available three (3) months days before the
due date or six (6) months before the current budget period end date.

a. A reminder email is sent out one (1) month before the due date.

b. Ifthe application has not been submitted by the due date, a late notice email
is sent the next day.

9.1.0.2 How does a PD/PI or BO initiate a non-competing continuation application?

1. The application is initiated through Commons.
2. Select"Non-Research" and then "Manage Continuations". (click to view)

Manage Continuations

Welcome to the Commec.

Home Admin Institution Profile ersonall atus ASSIST  Prior Approval
Manage Post Award Amendments N

3. The PD/PI will be taken to a screen with a hitlist of their grants. From this list, the
PD/PI may sort the applications due by entering that term in the filter field. (click to
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view)
Home Admin Institution Profile Personal Profile Status ASSIST Prior Approval RPPR  Intermet Assisted Review xTrain xTRACT Admin Supp
eRA Pariners  Non-Research

Manage Post Award Amendments | Manage Continuations

Pl Hitlist filtered on "due"

Manage Continuations: Search
] Include Expired Segments @

| [ due Show

Core Federal Project Project Budget Budget PDIFI
Grant # “ Agency ¥ Start * End + Start + End * Name 3 tus %
HT9SM123456 SAMHSA 06/01/2017 05/31/2022 06/01/2017 05/31/2018 BATES

NORMARN
HT9SM123123  SAMHSA 06/01/2017  05/31/2022 06/01/2017 05/31/2018 BATES,

NORMAN
HT9SMO00123  SAMHSA 06/01/2017 05/31/2022 06/01/2017 05/31/2018 BATES

NORMAN

howing 1 te 13 of 13 entries (filtered from 38 total entries)

Action

E| enfries

Project Title = -

SAMHSA test data.
PAR-22-2041477597731894

SAMHSA test data
PAR-22-2041477597713300

SAMHSA test data.
PAR-22-2041477597737623

SOs will be able to use the search screen to selectively search for grants that are

due. The resulting hitlist will show the results of the search.

SO search screen and results)

(click to view

Home Admin Institulion Profile Personal Profile Status ASSIST Prior Approval RPPR xTrain xTRACT Admin Supp eRA Partners Non-Research
Manage Post Award Amendments Manage Continuahions
_ _ [SO Search Screan] HINT: Search by
Manage Continuations: Search @ "Due" Status to filter
- search results only to
Activity @ Ic'e
b All seiected (9 those that are due.
Serial # @
PDIPI Last Name @ | Status @ | pue Bl
Open Date From @ g T =] Due Date From @ = To -]
Include Expired Segments
[ SO Search Results for"Due” status ] Showing 1to 28 of 38 entries
Search:
Show 25 Elentnes Previous 2 MNext
Core Federal Project Project Budget Budget
Grant # “ Agency * Stat % End ¢ Start S End + PD/PI Name + Status & ProjectTitle 3+ Action %
H795M123456 SAMHSA 0G/01/2017  05/31/2022 06/01/2017 05/31/2018 STINGLEY, NORMAN Due SAMHSA test data m
PAR-22-20414775
H79SMO012345 SAMHSA  0B/01/2017 05/31/2022 06/01/2017 05/31/2018  STINGLEY, NORMAN Due SAMHSA test data
PAR-22-20414775
H79SM001234 SAMHSA 06/01/2017 05/31/2022 06/01/2017 05/31/2018 STINGLEY, NORMAN Due SAMHSA test data.
PAR-22-20414775
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4. From the resulting hitlist, click on the View button in the Action column for the
grant that is due. This action will show the list of support years. The year thatis
eligible for the continuing application will have a button labeled "Select One" in
the Action column. Select the "Initiate..." option from the Select One drop-down
menu to open the application in ASSIST. (click to view)

Manage Post Award Amendments = Manage Continuations

i\ Back to Search

Continuations: View @

Application Information

Grant Number: H795M 123456 Organization Name: UNIVERSITY OF NAVIGATIO
Project Period: 01/01/2020 - 12/31/2024 Grant Program (PCC):

Showing 1 to 4 of 4 entries

Search: .
ate  Action(s) &
Grants.gov
Support Year = Application# & Tracking# & Statu d Qate =+ Action(s) =
Select One »
2 Pend !
! Pend . -
Initiate...
4 Pend
5 Pendiwe

5. The Initiate... link will open the continuation application in ASSIST in another
window or tab (depending on the browser configuration) with the necessary forms
preloaded. Other information from the parent application will be preloaded into
some fields as well. (click to view ASSIST screen)

NOTE: Some screens may not display correctly in the Internet Explorer browser
with Compatibility Mode turned on. To ensure that the screens are correctly
displayed, turn off Compatibility Mode or use a different browser.
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r
.:f U.5. Department of Health & Human Services =) eRA Commons =) Home <9 Logout (7] Help Desk =) Contact Us

Application Submission System & Interface for Username: POSEIDON
Submission Tracking (ASSIST)

Sponsored by the National Institutes of Health

T~ "4 ¥ &

Actions @ 1 Hide Navigation 1 Show Help
Application Information @

Home > Application Information

ADD OPTIONAL FORM

Tip: Some actions (e.g., Preview Application and Validate Application) are only available from this screen. The

PREVIEW APPLICATION

Application Information link in the breadcrumbs above can be used to return to this screen.

VALIDATE APPLICATION
ELLUUU NN SF424 Cover Sites Budget - HHS Budget Project
VIEW STATUS HISTORY - ;ﬁmct Checklist  Marrative  Marrative

UPDATE SUBMISSION
STATUS

G | Application Information

12333
Continuation

SAMHSADec Images

Project Period:

Status: Work in Progress Submit Application

Status Date: 2017-01-04 01:58:46.000 PM EST

=] FOA Information

FOA Number: PA-51-555
pportunity Title: SAMHSA TEST Hon-Competing Continuation (Type 5)
SAMHSA
CFDA Number: 93.243
Competition ID: SAMHSA-TEST-T5-HCC
Opportunity Open Date: 10/01/2016
(e e by i w Cloes Diape: 10/31/2000

6. Proceed to complete the required forms, perform validations, and submit the
application using the normal ASSIST functionality. See the links below for more
information:

« Non-Research Forms Overview

o« Component Forms

Form and Field Level Validations

o Validate Application

Update Submission Status

Submit Application
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10 Validating the Application

IMPORTANT: This topic is applicable only to multi-project applications.

Before an application can be submitted, it must pass various system and business
validations at both the overall application and individual component levels. Validation
checks are triggered automatically whenever the status of the application or component
is updated by an ASSIST user; however, validation checks can also be run manually if
chosen. ASSIST users can choose to validate the entire application or individual
components as desired. To validate the entire application, a user must have the Entire
Application Editor - All (both Budget and Non-Budget) Access level. To validate a
component, a user must have the Editor - All (both Budget and Non-Budget) Access
level for that component. Refer to the help topic titted Manage Access

10.1 Validating the Entire Application
To perform validations on the entire application:

1. Select the Return to Application Info button on the Actions panel to return to the
Application Information page.

2. Navigate to the Application Information page.
3. Select the Validate Application button under Actions.

The system begins validating the application. If there are errors or warnings, they are
listed on the Application Errors and Warnings Results page, which opens as a separate
window. Errors must be corrected before the application can be submitted.
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With no errors or warnings, a message displays as follows: No errors or warnings were
found.

NOTE: ASSIST does not perform validations on components in Abandoned status.

Refer to the help topic titled Application Errors and Warnings Results for information on
displayed errors and warnings.

10.2 Validating an Individual Component
To perform validations on an individual component:

1. Navigate to the appropriate component by expanding it and selecting it from the
Component Type section of the left-side navigation panel.
2. Select the Validate Component button under Actions.

The system begins to validate the Component. If there are errors or warnings, they are

listed on the Application Errors and Warnings Results page, which opens as a separate
window.

ASSIST cannot perform all validation checks on the application if required components
or required forms are missing. When this occurs, error messages to this effect display on
the Application Errors and Warnings Results page.

If no errors exist and no warnings are necessary, a message displays as follows: No
errors or warnings were found.

IMPORTANT: If you experience difficulties with the Validation function, it may be due
to your browser having a pop-up blocker enabled. To correct this, please ensure you
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include an exception into your browser's security settings, listing the URL as: *.nih* to
allow popups from the NIH.

Validating the Application 298 January 12,2021



ASSIST User Guide

11 Application Errors and Warnings Results

When an application (or component of a multi-project application) fails validation, any
errors and warnings are listed on the Application Errors and Warnings Results page,
which opens as a separate window.

At the top portion of the page, ASSIST displays the application (or component) against
which the validation was run.

The bottom portion of the page displays the errors or warnings found during validation.
While warnings should be reviewed, errors must be addressed in order for an
application to be submitted.

[ Application Errors and Warnings Results @
[
Top Section:
Shows application or
component against which the
3156 validation wasrun.

PA-45-678

5| Application Information

Emations: Pride & Prejudice
BEMMET, ELIZABETH
UNIVERSITY OF PEMBERLEY

" w

G Errors

Farm Hame Error Message

~""| Bottom Section:
aly one budeet with f SHIOWS any errors or warnings found during
e For Madular Budzet e yralidation.

o weortum s 0125 *Errors must be corrected before

arch Plan The Specific Aim= attac] < bMission.
*Review warmings and address issues if
applicable.

Form Mame Warning Message
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The information on this screen includes:
« ComponentID & Title (multi-project applications only)

For multi-project applications, lists the component (Overall or other) for which the
error or warning exists

« Form Name

Lists the form containing the field prompting the error or warning
« Error Message

Explains the issue causing the error or warning

The information in the sections for errors and warnings is sortable by selecting the
up/down arrows next to the table headings. Selecting the arrows sorts the information in
numeric or alphabetic order based on the column heading selected.
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12 Verify Senior/Key Personnel

ASSIST allows a biosketch to be uploaded for each senior/key person entry on a
complex application. Only one biosketch may be submitted per senior/key person in the
final application, even if that person is on multiple components within the application.

Upon updating a component to Final status, ASSIST checks to see whether a biosketch
for a senior/key person exists on another component marked as Final. If a user has
added two or more biosketches for the same Senior/Key Person, ASSIST requests that
one of them be selected as the biosketch to include with the application.

ASSIST considers senior/key person entries to be the same person if the Senior/Key
Person Profile or PD/PI Profile Credentials match. If senior/key person entries exist
where credentials are not provided for both entries, then ASSIST considers senior/key
persons to be a potential match if the First Name, Last Name, and Organization Name
match.

When ASSIST finds that a bio-sketch for a senior/key person on the current component
being set to Final potentially matches another senior/key person with a bio-sketch on an
existing Final component, the Select Senior/Key Person page displays prompting you to
indicate whether these are the same person before prompting you to choose which
biosketch to use.

I
|

Select Senior/Key Person

Senior/Key Person on 299-Core: A Study Senior/Key Person on other componant Check if they

in Scarlet Fever already marked Final are the same

Conversely, if ASSIST determines that the persons are a definite match, based on the
same entered credentials, the system does not require you to indicate if the persons are
the same, and automatically displays the Select Biosketch page instead.

Verify Senior/Key Personnel 301 January 12,2021



ASSIST User Guide

Select Biosketch

Biosketch uploaded from another
"*;-.-ninr:l"icy Person Biosketch uploaded for this component component
™ J99-Lore: A Study in Scarlet Fever {::, 949-Core: Pride & Prajudice and
: the Human Psyche

Submit Biosketches | Cancel Status C |

The steps for completing both pages are detailed in the sections that follow.

12.1 ASSIST Identifies Potentially Matched Persons

When ASSIST identifies two key persons as a potential match, the Select Senior/Key
Person page displays. The page includes a table displaying the senior/key person of the
current component (being marked as Final) next to the component previously marked as

Final containing the potentially same senior/key person.

Select Senior/Key Person

T ko o biosketch per o T T t B
T 95 | e e ide { 1 mate hes bo Senior ) Ke
! d f iz Fimal, Ple I B arrect
Senior/Key Person on 29%-Core: A Study Senior/Key Person on other component Check if they
in Scarlet Fever already marked Final are the same
rnan Dayle 43-Core: Pride B Prejudice and the Human
Poyche D

identification Completed | ICRREEISEAESChange)
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1. Ifthe listed senior/key persons are different, leave the Check if they are the same
checkbox unchecked.

Senior/Key Person on 29%-Core: A Study Senior/Key Parson on other component Check if they

in Scarlet Fever already marked Final are the same
s Dawle 45 e: Pride & Prejudice and the Human
Poc b ( f )

Identification Completed | Cancel Status Ch i

-OR-

If the listed senior/key persons are the same person, click the Check if they are
the same checkbox to place a checkmark in the box.

Senior/Key Person on 199 -Core: A Study Senior/Key Person on other component Check if they
in Scarlet Fever already marked Final are the tame

949-Core: Pride & Prejudice and the Humar
;-__ b

ldentiflcaton Completed | Cancel Status Change

NOTE: To cancel the action without completing the identification, click the Cancel
Status Change button and the Continue button on the subsequent confirmation
pop-up message. Selecting the cancel option results in the biosketch selections
not being saved and the component not being updated to Final.

2. Select the Identification Completed button.
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Select Senior/Key Person

iin Scarlet Fever
- ;I"-.l' o .: -’"' and tee I':'I i

Arthur Conan Doele -Lore

'd'-‘“'-iﬁc"“” C-'-‘"‘""’-“‘-

The grantor agency allow b r v Par b uk v
The following Senior/Key Persons have been identified as pote | 0 B

n already rk as Fi L8 i i bEn d

Sanbor ey Person an 299-Core: A Study Senbor/Key Parson on other componsnt Chack i they

already marked Final are the same

The Select Biosketch page displays.

Select Biosketch

Senior/Key Person Eiosketch uploaded for this componant componant

nan Doyle ™y 399-Lore: A Study in Scarlet Fever {::,

of the

Biosketch uploaded from another

949-Core: Pride & Prejudice and

the Human Psyche

Submit Biosketches | Cancel Status C |

3. Continue with the steps detailed below to complete the Select Biosketch page.

12.2 ASSIST Determines that Persons are a Match

ASSIST displays the Select Biosketch page after you indicate that potentially matching
senior/key persons are the same person (on the Select Senior/Key Person page) -OR-

when ASSIST determines that two senior/key persons have the same credentials and
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are therefore a match. This page lists the senior/key person and the titles of the
components containing biosketches for that person. The biosketches are viewable by
clicking the component title, which is displayed as a link.

Select Biosketch

Biosketch uploaded from another
Senior/Eey Person EBiosketch uploaded for this component component

i5-Core: A Study in Scarlet Fever  ~y 949-Core: Pride & Prejudice and
~  the Human Psyche

Submit Biosketches [J Cancel’s .

1.

Optional: Select the component title link listed under Biosketch uploaded for this
component column to view the biosketch for the current component being
updated as Final or the component title link listed under Biosketch uploaded
from another component column to view the biosketch for the component
previously set to Final status.

Biosketch uploaded from another

Senior/Key Person Biosketch uploaded for this component componant

Oy T93-Core: A Study in Scarlet Fever ™y " 349-Core: Pride & Prejudice and"
- ), the Human Psyche

2. Select the biosketch to include in the application by either clicking the radio button

for the current component or the radio button for the previously finalized
component. Selecting the current component indicates that the biosketch for the
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component being finalized should be used for the application, and the other one
removed. Selecting the previously finalized component's radio button indicates that
the biosketch on the component previously set to Final status should be used, and
the one on the current component should be removed.

NOTE: Select the Cancel Status Change button to cancel the action without
selecting a biosketch. Selecting the cancel option results in the biosketch selection
not being saved and the component status not being updated to Final.

3. Select the Submit Biosketches button to complete the selection of which
biosketch to submit with the application.

Select Biosketch

Biosketch uploaded from another

Senior /Key Person Biosketch uploaded for this component componant

Core: A Study in Scarlet Fever ¢y 949-Core: Pride & Prejudice and
- the Human Psyche

Submit Biosketches ) CERESLS

The unselected biosketch is removed from the Senior/Key Personnel form the
corresponding component.
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13 Application Submission

When an application is complete, it needs to be submitted to the offering agency using
the submit feature in ASSIST. An application can be submitted when it passes all
validations and the status of the application is Ready to Submit. Only ASSIST users with
the appropriate privileges can submit an application.

Refer to the help topic titled Validating the Application for information on performing
validations.

Refer to the help topic titted Update Application Submission Status for information on
updating the status of an application.

13.1 Submit the Application

Users with the proper privileges may electronically submit the application via ASSIST. In
order for an application to be submitted, the application status must be Ready for
Submission. An application can only be updated to Ready for Submission status when it
has passed all system and business validations.

After submitting, you have a 2 business day application viewing window to check your
assembled application and Revise a Submitted Application. Your application
automatically moves forward to the receipt and referral staff for further processing after
the application viewing window has elapsed unless you explicitly "reject" the application
in eRA Commons Status module.

If you submitted an administrative supplement, a signing official can skip the two day
viewing window by clicking the Verify link in the Status module for the supplement. See
this topic in eRA Commons help for details.

Refer to the steps below for submitting either a multi-project application or a single-
project application as appropriate. Also see Submit, Track and View Your Application.

13.1.1 Submitting Multi-Project Applications
To prepare a multi-project application for submission:

1. Verify that at least one component of the application is in Final status and that the
other components are in either Final or Abandoned status.

2. Verify that the status of the application is All Components Final.

3. Perform validations against the application using the Validate Application button
from the Actions section.
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When an application passes validations, its status is updated to A/l Components
Validated.

4. Update the application to Ready for Submission using the Update Submission

Status button from the Actions section.

To submit an application:

Only a Signing Official for the Applicant Lead Organization, who is an Authorized
Organizational Representative, can submit the application.

1.

With the application in Ready for Submission status, select the Submit
Application button from the Application Information screen. The button is located
next to the Status field and is only enabled when the application is in Ready for
Submission status.

ASSIST prompts the user for the Grants.gov Authorized Organization
Representative (AOR) credentials.

Enter the AOR credentials in the Username and Password fields and select the
Enter button.

NOTE: These are the Grants.gov credentials and not the ASSIST or eRA
Commons credentials.

The information is passed from ASSIST to the Grants.gov system for further
processing. In ASSIST, the application is updated to a status of Submitted. The
dates and times of the submission are recorded. These details can be viewed in
the View Status History page. In addition, ASSIST sends notification to the
appropriate parties to inform them that the application has been submitted. This
includes the SO and PD/PI.

13.1.2 Submitting Single-Project Applications

To prepare an application for submission:

1.

3.

Optional: Perform validations against the application using the Validate
Application button from the Actions section.

. Update the application to Ready for Submission using the Update Submission

Status button from the Actions section.
Optional: Provide a comment if desired.

To submit an application:
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Only a Signing Official for the Applicant Lead Organization, who is an Authorized
Organizational Representative, can submit the application.

1.

Update the application to Ready for Submission using the Update
Submission Status button from the Actions pane.

ASSIST perform validations when the status is updated. If the application fails
validation, any errors and warnings are listed on the Application Errors and
Warnings Results page, which opens as a separate window. Errors must be
corrected before submitting the application.

IMPORTANT: Although you may submit your application with existing Warnings,
please make sure to review all warnings and correct the necessary items.

With the application in Ready for Submission Status, select the Submit
Application button from the Actions area.

ASSIST prompts you for the Grants.gov Authorized Organization Representative
(AOR) credentials.

Enter the AOR credentials in the Username and Password fields and select the
Enter button.

NOTE: These are the Grants.gov credentials and not the ASSIST or eRA
Commons credentials.

The information is passed from ASSIST to the Grants.gov system for further
processing. In ASSIST, the application is updated to a status of Submitted. The
dates and times of the submission are recorded. These details can be viewed in
the View Status History page. In addition, ASSIST sends notification to the
appropriate parties to inform them that the application has been submitted. This
includes the SO and PD/PI.

See Also

o Update Component Status

o Update Application Submission Status

o Validating the Application

o View Submission Details
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13.2 View Submission Details

After submitting an application to agency, ASSIST users may view the status details of
the application. Also see Submit, Track and View Your Application.

To view status details:
1. Perform a search to locate and select the application.

The Application Information page displays general information including the
application Status. The Grants.gov Tracking # will be displayed in the
Application Information Summary after Grants.gov has received the submission.

2. Select the View Submission Status Details link located next to the Status of the
application.
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Application Information @

& | Application Information
759
i F ject Title Thie Red Badge of Courage and Other Skin
Disandars

CRAME, STEFHEN

UNNVERSITY

ted GIE’W Submission Status Details )

2012-10-25 0M:27:13.000 PM EDT

FOA Information

A O 000

MEH Multi-progact - typical R

esearch Componsnts
Hatonal Insttubes of Health

83.396

MULTI_PROUECT

OCH 3000 2

o IS

Jare Dos

Sample Contact Ferson

E-mail: JareDosgpemsd com

Phone: 3H-111-1234

The submission status details display for ASSIST, Grants.gov, and the Agency.
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Application Information @

Applcation ldentifier:
FOA Humber:
Project Tithe:

PDUPI Hame:

Grants.pov Tracking £:

Last Status Check

or Status Updates

i)

P A-D0-0010

The Red Badge of Courage and Other Skin Disorders
CRAME, STEPHEN

UNNERSITY

GRANTIN 12345

Thu Qct 25 13:30:53 EOT 2012

ASSIST

Submission Date:
Submitting ADR:
AESIS

A55I15T Submission Status:

Submission Status Date:

Thu Oct 25 13:26:39 EOT 2012
James Joyce
Submitted

Thuy Q¢t 23 122713 EDT 2012

Grants.gov
Grant.gov Tracking #:
Grants.gov Recebead Date:
Grants.gov Processing Status:

Grants.gov Status Date:

GRANTIN 12345
Thu Oet 25 13:27:05 EOT 2012
Received by Agency

Thu Oct 25 13:29:05 EOT 2012

Agency

Wiew any Agency Submission Warnings

Agency Tracking #:

¥ Status:

T

g

Agency Status Date:

Screen Rendered: 12

1234547 [To View Commons Status Details)
PROCESSED

Thu Oet 25 13:30:39 EOT 2012

D 2012 HIH, All Rights Reserved.
M2 12:31:14 EST

Version: 2.00.00

soreen Id; ASSISTODSZEE1Z1

Application Information

Application information is displayed above the submission status details. This

information includes:
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« Application Identifier
This field displays the unique identifier of the application in ASSIST.
« FOA Number

This field displays the Funding Opportunity Announcement number associated
with the application.

« Project Title
This field displays the title of the project associated with the application.
- PD/PIName
This field displays the name of the Contact PI for the application.
« Organization
This field displays the lead organization for the application.
« Grants.gov Tracking #

This field displays the Grants.gov tracking number. This field is blank if the
Grants.gov has not yet received the application.

o Last Status Check

This field displays the date and time of the most recent successful request to check
the status, either by a user or by the system.

o Check for Status Updates button
This button is used to perform an update of the status details.
ASSIST
ASSIST Status details include the following:

« Submission Date

This field displays the date and time at which the application was submitted in
ASSIST.
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Submitting AOR

This field displays the name of the ASSIST user who submitted the application,
based on the AOR credentials entered upon submission.

ASSIST Submission Status

This is the ASSIST status of the application.

Submission Status Date

This field displays the date and time at which the latest submission status update
occurred.

Grants.gov

Ifinformation is available, Grants.gov status details include the following:

View Grants.gov Submission Errors link

This link displays if there are submission errors detected at Grants.gov. Select the
link to view a list of errors and warnings from Grants.gov.

Grants.gov Tracking #

This field displays the Grants.gov tracking number. This field is blank if Grants.gov
has not yet received the application.

Grants.gov Received Date

This field displays the date and time at which Grants.gov received the application.
Grants.gov Processing Status

This field displays the latest Grants.gov application processing status.
Grants.gov Status Date

This field displays the date and time at which the latest Grants.gov status update
occurred.

Agency

Ifinformation is available, Agency status details include the following:

Application Submission 314 January 12,2021



ASSIST User Guide

« View Agency Submission Errors and Warnings link

This link displays if there are submission errors and/or warnings detected at the
grantor Agency. Select the link to view a list of errors and warnings from the grantor
Agency.

o Agency Tracking #

This field displays the unique identifier for the application given by the grantor
Agency upon receipt of the application. Selecting the tracking number hyperlink
opens the eRA Commons Status Information screen, from which you can view the
agency generated application (e-Application) under the Other Relevant
Documents section.

Status Information @

x Expand All || Collapse Al

1 ROT CA123456-01

Status: Scientific Review Group Project Title: Epigenetic determinants in the chemoradioresistance and
review completed. treatment of Ras mutant lung cancer

Pl Name: ARAMITHEA, JOSEFPH MIH Appl. ID: 7654321 Application ID: 1 R01 CA123456-01
@ Status

@ Other Relevant Documents
e-Application

Appendix1254-Suppl. Table.pdf

eSubmission Cover L etter

© Additions for Review
@ Review
@ Institute/Center Assignment

© Status History

© Reference Letter(s)

NOTE: If you are an unauthorized user, you will receive an error message when
you attempt to access the link.
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. Agency Status

This field displays the latest grantor Agency application processing status.

« Agency Status Date

This field displays the date and time at which the latest grantor Agency status
update occurred.

See Also

« View Post-Submission Errors

13.3 View Post-Submission Errors

When an application is submitted, the offering agency performs certain validations
against the application. If errors exist, the application is putinto a status of Submission
Errors. ASSIST users with the proper authority can view these errors and make
corrections before re-submitting the application to the Agency. Also see Submit, Track
and View Your Application.

The errors and warnings returned by the Agency and Grants.gov are viewable from the
status detail page for the application. To view post-submission errors on an application:

1. Perform a search to locate and select the application.

2. Selectthe View Submission Status Details link in the Status field of the
Application Information page.
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Application Information @

» | Application Information

' Wi ..-l.l'. MESShon E[{':u'a :".' L "

=| FOA Information

Mational Institutes of Health

Phone:

The application status details display in a separate window. Refer to the help topic

titted View Submission Details for information about this page. When Grants.gov
post-submission errors exist, the View Grants.gov Submission Errors link
displays. If Agency errors and warnings exist, the View Agency

Submission Errors and Warnings link displays.

3. Select the appropriate link to view the errors and warnings.

Application Submission 317 January 12,2021



ASSIST User Guide

Application Information @

Applcation ldentifier:
FOA Humber:

Project Title:

POV Pl Hame:

Organization:

Grants.gov Tracking 5:

Last Status Check:

i)

P A=D0-000

The Red Badge of Courage and Other Skin Disorders
CRAME, STEPHEN

UNNERSITY

GRAMTO02345%

Thu Qet 25 13:30:53 EOT 2012

ASSIST

Submission Date:
Submittng ADR:
ASSIST Submission Stabus:

Submission Status Date:

Thu Oct 25 13:26:39 EOT 2012
James Joyce
Submission Errors

Thu Qet 25 13:27:13 EOT 2012

Grants.gov
View Grants.gev Submizsion Errors
Grant.gov Tracking #:

Grants,gov Recebed Date:
Grants.gov Processing Status:

Grants,gov Status Date:

GRANTIN0123456

Thu Dzt 25 13:27:05 EOT 2012
Received by Agency

Thu Dot 25 13:29:05 EOT 2012

Agency

{ View Agency Submission Errors and Warnings '

Agency Tracking #:
Agency Status:

Agency Status Date:

Screen Rendered: 12007720012 12:31:14 EST | Screen |d: ASSISTOOMZE2121

ERRORVAL
Thu Qct 25 13:30:39 E0T 2012

& 2012 HIH. &ll Rights Reserved.

Version: 2.00.00

Application Submission

318

January 12,2021



ASSIST User Guide

13.3.1 Agency Errors and Warnings Results

The Agency Errors and Warnings Results page shows errors and warnings detected
during application processing by the grantor Agency. The page is divided, showing
Application Information on the top and separate sections for Errors and Warnings
beneath. Errors must be corrected before the application can be re-submitted to Agency.
Applications can be submitted when warnings exist, but those warnings should be
reviewed and considered.

Agency Errors and Warnings Results @

% | Application Information

Errors

Component ID & Title Form Hame Error Massage
Warnings

Component ID & Title Farm Mame Warnkng Message
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The Errors and Warnings tables include the following fields:

« ComponentID & Title (multi-project applications)

This is the component of the multi-project application for which the error or warning
was detected

Form Name

This is the specific form on which the error or warning was detected.

Error Message or Warning Message

This is the error or warning message. For errors, this message contains details for
the error with guidance for resolving the issue. For warnings, this message
provides further explanation of the warning.

13.4 Revise a Submitted Application

ASSIST users with the authority to edit an entire application may revise an application
even after it has been submitted. This is necessary when an application is in
Submission Errors or Agency Errors status and needs to be corrected and re-submitted.
Also see Submit, Track and View Your Application.

To revise and resubmit an application:

1.

From the Application Information page select the Update Submission Status
button from the Action list.

The Update Status window displays.

Select the Work in Progress status from the Select the new status drop-down
list.

Complete the status update:
a. Enter a comment in the provided text box.

b. Selectthe Add comment button.
-OR-

c. Selectthe link titled or continue without adding a comment to update the
status without entering a comment in the provided text box.

. Select the component needing revision from the Component Type section of the

page.
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5. Selectthe Update Component Status button from the Actions section of the
page.

6. Update the status of the component to Work in Progress by selecting it from the
drop-down box, entering comments, and selecting the Add Comment button.

Once the status of the component is Work in Progress, the appropriate component form
(s) can be updated. Navigate to the appropriate forms, make the changes, and re-submit
the application. Refer to the help topic titled Submit the Application for information on
submitting the application.
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