3

V.

For the best experience, open this PDF portfolio in
Acrobat X or Adobe Reader X, or later.

Get Adobe Reader Now!



http://www.adobe.com/go/reader


NIH - Helping to End Addiction Long-term

LINE-BY-LINE INSTRUCTIONS FOR COMPLETING THE EPPIC-NET PRELIMINARY
APPLICATION

Applicant information
1. Applicant information: Provide applicant name, title, and degree. Other applicant information
will be entered directly into eRA Commons.

Project identification

2. Title of project: Provide a title that is descriptive of the project, including identification of the
asset (e.g.drug, device, biomarker) and target population/type of pain being proposed. [200
character limit]

3. Brief description of project and rationale: Briefly describe the project (including identification the
asset, the target population/type of pain) and the supporting rationale . [300 word limit]

Asset information

4. Asset name

5. Asset status: identify if the asset is proprietary, marketed or other. If other, specify status.

6. Asset ownership: Identify the asset owner. If the applicant is the owner, select "self" and identify
if the applicant is the originator or a licensee. If someone else is the owner, enter the name of the
owner. If there is more than one owner, identify all owners in the supporting statement (see #8,
below).

7. Authorization of asset availability and use: Whether the applicant is the owner or not, provide a
statement of support from the applicant or asset owner confirming that the applicant has
authorization to access and use the asset in the proposed study. The statement must be submitted
as a .pdf document with the application in eRA Commons.

8. Asset type: if more than one asset type (e.g. a drug and a biomarker) will be present in the
proposed study, complete each applicable section

9. Drug: if the proposed asset is a drug, provide the following information

a. Drug type: Select drug type. If "other," identify.
b. Pharmacological class: Select class. If "other," identify.
¢. Mechanism of action: identify mechanism of action. If unknown, enter "Unknown".
d. Target: identify the drug target
10. Device: if the proposed asset is a device, provide the following information
a. Device contact with body: identify if the device is implanted, placed on the body surface,
or true external (no body contact)

v.9 31Jull9





b. Device interaction with the body: Identify if the device interacts with or modulates the
body in any way or if it is solely recording or monitoring.
c. Device target: identify the body organ or region the device is targeting.
d. If the target is the brain, identify the target brain region or function. If there is no target
brain region, write "not applicable".
e. Expected FDA classification. Select Class I, II, or III. For definitions, see
https://www fda.gov/medical-devices/overview-device-regulation/classify-your-medical-
device
f. Expected FDA device classification name. For definitions, see
https://www fda.gov/medical-devices/classify-your-medical-device/product-code-
classification-database
g. Expected FDA Classification Product Code(s): For codes, see
https://www fda.gov/medical-devices/classify-your-medical-device/product-code-
classification-database
11. Biomarker: if the proposed asset is a biomarker, provide the following information
a. Purpose of biomarker: identify what the biomarker is a surrogate for.
b. Sample needed: Choose the type of sample needed to assess the proposed biomarker
i. If a body fluid is needed, select the type of body fluid. If "Other" or " blood
derivative", identify.
ii. If a tissue sample or biopsy is needed, chose what tissue is needed. If "other,"
identify the type of tissue sample/biopsy needed.
iii. If the biomarker is an imaging biomarker, select the type of imaging. If "other,"
identify.
iv. If the biomarker uses behavioral or observational data, describe.

Investigational New Drug (IND) /Investigational Device Exemption (IDE) information

12. IND/IDE: state if there is an active FDA IND or IDE for the proposed asset. If there is, provide
the IND/IDE number and state if it is in good standing

13. Investigator brochure: State if there is an IB for the proposed asset

14. Willing to share data with HEAL/EPPIC-Net: State if the asset owner is willing to share the IB or
proprietary data with HEAL/EPPIC-Net. [Note: assets submitted to EPPIC-Net remain the
property of the asset owner. Confidentiality of submitted materials will be protected.]

Relevant prior research on asset

15. Background key literature citations. Provide citations for 3 key references that provide
background and context for the proposed clinical trial

16. IND/IDE enabling studies completed to support IND/IDE. If IND/IDE enabling studies were
done, provide citations to 3 key references, reports or publications supporting asset profile and
readiness for clinical trial.

17. Preclinical efficacy studies to support indication completed. If preclinical efficacy studies have
been done, provide citations for up to 3 references, reports or publications.

18. Phase I, II, III studies completed. If phase I, I, or III clinical studies have been completed,
provide citations for up to 3 references, reports or publication for each phase and include
ClinicalTrials.gov Identifier/NCT number.

19. If Phase I, II, and/or III clinical studies have been completed, provide the following information:

a. Cumulative number of human subjects studies: provide cumulative number across all
human studies identified to date
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b. Dose range studied in humans: provide the dose range for the proposed asset (drug or
device, as applicable) across all human studies identified to date
c. Number of doses/duration of exposure/route in humans. Provide the information for
proposed asset (drug or device as applicable) across all human studies identified to date
20. Known frequent and/or serious adverse effects (animal and/humans). Identify and summarize
frequent and/or serious adverse events from preclinical and clinical studies to date
21. Site(s) of prior studies. Identify where prior studies were conducted. If outside the USA or EU,
identify site(s)
22. Evidence of efficacy for intended indication. State if there was evidence of asset efficacy for the
proposed indication in prior preclinical or clinical studies. If so, state if efficacy was
demonstrated or if there was only a trend towards significance.

Proposed study information
23. Pain Acuity: Identify if the proposed study is targeting acute or chronic pain
24. Pain Type: Choose the type of pain proposed to be study. If other, identify.

Population

25. Disease/condition to be studied: Identify the pain disease or condition to be studied

26. Population to be studied: Identify whether the proposed study includes patients, unaffected
subjects or both

27. Special populations: Identify whether the proposed study includes children, cognitively-impaired
adults or other vulnerable groups. If other or multiple vulnerable populations, identify.

28. Estimated sample size: Provide the estimated number of patient and each control cohort for the
proposed study.

29. Proposed treatment regimen: provide the dose, route of administration, frequency of
administration, and duration of exposure as applicable to the asset drug or device. If a particular
category is not applicable, write in "n/a"

Outcomes
30. Primary outcome measure for efficacy: describe the primary study outcome measure for efficacy.
31. Primary outcome measure for efficacy: describe the primary study outcome measure for safety.

Additional information

32. Summarize currently available treatments for the proposed condition: state what treatments are
currently available and how the proposed asset may differ and offer an advantage. State if the
proposed asset has been evaluated for addiction potential. If so, provide information on specific
findings. For biomarkers, explain what biomarkers are currently available and what advantage the
proposed biomarker offers.

33. Feasibility/logistics concerns: Check "yes" if there are any feasibility/logistical barriers and
identify the concern(s). e.g. whether it would be difficult/not feasible to recruit an adequate
number of subjects within a reasonable period of time; whether the drug or device may be too
costly for use in the study, whether the asset is scalable to the necessary level, i.e. whether an
adequate pharmaceutical grade drug could be produced, distributed and stored in numbers great
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enough to support study, or whether an adequate number of devices would be available for all
study sites. Explain any concerns identified.

34. Availability of asset: Identify when the asset could be ready in adequate supply to support the

study Explain any barrier to availability within 90 days of receipt of funding.

35. Readiness to start clinical trial: Once approved for funding, identify how long it would take to
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EPPIC-Net Preliminary Asset Application

Applicant Information:

la. Title: First Name: MI: ___ Last Name: Suffix:

1b. Degree: If other, identify:

Project Identification:

2. Title of Project (limit 200 characters):

3. Brief description of project with rationale (limit 300 words):
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Asset Information:

4, Asset name:

5. Asset status: If other, identify:

6a. Asset owner: If other, identify owner:

6b. If applicant is owner, identify if owner is

7. Upload into eRA Commons with this application: a statement of support from the owner confirming that the applicant
has authorization to access and use the asset in the proposed study.

8. Asset type: If other type or multiple types, identify:

9. If asset type is drug, complete the following:

9a. Drug type: If other, identify:

9b. Pharmacological class: If other, identify:

9c. Mechanism of action:

9d. Target: If other, identify:

10. If asset type is device, complete the following:

10a. Device contact with body: LOb. Device interaction with participant:

10c. Device target: tissue/organ: 10d. If brain, identify target brain region:

10e. Expected FDA device class: Product Code Classification Database

10f. Expected FDA device classification product name: Product Code Classification Database

10g. Expected FDA device classification product code: Product Code Classification Database

11. If asset type is biomarker, complete the following:

11a. Purpose of biomarker:

11b. Sample needed: If multiple types or other, identify:
i. If body fluid, identify: If blood derivative, identify:
ii. If biopsy, identify: If other biopsy type, identify:
iii. If imaging, identify: If other imaging, identify:

iv. If behavioral/observational, describe (limit 100 words):
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For all asset types, complete the following:

12. IND/IDE number: If yes, IND/IDE number: If yes, is IND/IDE in good standing:

13. Investigator brochure available: 14. Willing to share data with HEAL/EPPIC-Net:

Relevant prior data on asset:

15. Background literature citations on asset. Identify 3 key references providing context for proposed study:

1.

3.

16. IND/IDE enabling studies completed to support IND/IDE: If yes, Identify:

1.

17. Preclinical studies completed: If yes, identify 3 references with preclinical data:

1.

3.

18a. Phase | studies completed: If yes, identify 3 references with Phase | clinical data, if available. Include
clinicaltrials.gov NCT number, if applicable.

18b. Phase Il studies completed: If yes, identify 3 references with Phase Il clinical data, if available. Include
clinicaltrials.gov NCT number, if applicable.
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18c. Phase Il studies completed: If yes, identify 3 references with Phase Il clinical data, if available. Include
clinicaltrials.gov NCT number, if applicable.

Cumulative information from prior studies:

19a. Cumulative number of human subjects studied: 19b. Dose range studied in humans:

19c. Number of doses/duration of exposure/route in humans:

20. Known frequent and/or serious adverse effects (animals and/or humans):

21. Site(s) of prior studies: If other, enter:

22. Evidence of efficacy for intended indication: If yes, select:

Proposed Study Information:

23. Pain Acuity: 24. Pain Type: If other, identify:

Population:

25. Disease/condition to be studied: 26. Population to be studied:

27. Special populations: If other, or multiple vulnerable populations, identify:

Estimated sample size:
28. # of Patients: # of Controls:
Proposed treatment regimen:

29. Dose: Route: Frequency: Duration:

Outcomes:

30. Primary outcome measure for efficacy:

31. Primary outcome measure for safety:
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Additional Information:

32. Summarize currently available treatments for proposed condition (limit 200 words):

33. Feasibility/logistics concerns: If yes, identify the concerns and explain (limit 100 words):
34. Availability of asset: Explain (limit 50 words):
35. Readiness to start clinical trial: Explain (limit 50 words):
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		Route: 

		Frequency: 

		Duration: 

		Applicant's Title: [     ]

		Applicant's First Name: 

		Applicant's Middle Initial: 

		Applicant's Last Name: 

		Applicant's Name Suffix: 

		Applicant's Degree: [        ]

		Applicant's Degree- other: 

		Title of project: 

		Brief description of project: 

		Asset name: 

		Asset status: [                    ]

		Asset status- other: 

		Asset owner: [     ]

		Asset owner- other: 

		If applicant owner: [               ]

		Asset type: [            ]

		Asset type- other: 

		Drug type: [                      ]

		Drug type- other: 

		Pharmacological class: [       ]

		Pharmacological class- other: 

		Mechanism of action: 

		Target: [          ]

		Target- other: 

		Device contact with body: [                  ]

		Device interaction with participant: [                    ]

		Device target- tissue/organ: 

		Device target- brain: 

		Expected FDA device classification product name: 

		Expected FDA device classification product code: 

		Expected FDA device class: [        ]

		Purpose of biomarker: 

		Sample needed: [                                     ]

		Sample needed- multuple types or other: 

		Body fluid: [                                ]

		If blood derivative, identify: 

		Biopsy: [        ]

		Biopsy type- other: 

		Imaging: [                       ]

		Imaging- other: 

		Behavioral/Observational: 

		IND/IDE number: 

		IND/IDE number- yes/no: [   ]

		IND/IDE in good standing: [   ]

		Investigator brochure available: [   ]

		Willing to share data with HEAL/EPPIC-Net: [   ]

		Background literature citation on asset- #1: 

		Background literature citation on asset- #2: 

		Background literature citation on asset- #3: 

		IND/IDE enabling study citation- #1: 

		IND/IDE enabling study citation- #2: 

		IND/IDE enabling study citation- #3: 

		Preclinical studies completed: [   ]

		Preclinical study citation- #1: 

		Preclinical study citation- #2: 

		Preclinical study citation- #3: 

		Phase 1 studies completed: [   ]

		IND/IDE enabling studies completed: [   ]

		Phase 1 study citation- #1: 

		Phase 1 study citation- #2: 

		Phase 1 study citation- #3: 

		Phase 2 studies completed: [   ]

		Phase 2 study citation- #1: 

		Phase 2 study citation- #2: 

		Phase 2 study citation- #3: 

		Phase 3 studies completed: [   ]

		Phase 3 study citation- #1: 

		Phase 3 study citation- #2: 

		Phase 3 study citation- #3: 

		Cumulative number of human subjects studied: 

		Dose range studied in humans: 

		Number of doses/duration of exposure/route in humans: 

		Known frequent and/or serious adverse effects (animals and/or humans): [                      ]

		Known frequent and/or serious adverse effects (animals and/or humans)- listed: 

		Site(s) of prior studies: [     ]

		Site(s) of prior studies- other: 

		Evidence of efficacy for intended indication: [   ]

		Evidence of efficacy for intended indication- select: [              ]

		Pain acuity: [        ]

		Pain type: [        ]

		Pain type- other: 

		Disease/condition to be studied: 

		Population to be studied: [                             ]

		Special populations: [                                       ]

		Special populations- other or multiple vulnerable populations: 

		Number of Patients: 

		Number of Controls: 

		Dose: 

		Primary outcome measure for efficacy: 

		Primary outcome measure for safety: 

		Summarize currently available treatments for proposed condition: 

		Feasibility/logistics concerns: [   ]

		Feasibility/logistics concerns- identify: [                          ]

		Feasibility/logistics concerns- explain: 

		Availability of asset: [                                                             ]

		Availability of asset- explain: 

		Readiness to start clinical trial: [                                                         ]

		Readiness to start clinical trial- explain: 
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ERA Instruction Guide for EPPIC-Net OTA Submission

Use these instructions, together with the forms and information found in the EPPIC-Net
application packet to complete your application. The EPPIC-Net website and information
packet include specific instructions, forms and the Research Opportunity
Announcement (ROA) number (see the section labeled “How to apply to EPPIC-Net” on
the EPPIC-Net Application Packet information sheet) needed for your application
submission.

Prepare to Apply

NIH typically makes awards to organizations, not individuals. At the time of submission,
the Program Director/Principal Investigator (PD/PI) and their organization must be
registered at eRA Commons. In addition to the PD/PI, an individual with the role of
Signing Official (SO) is needed. If an application is awarded, additional registrations (e.g.
System Award Management) will be required.

At each stage, EPPIC-Net applications must be submitted using NIH’s ASSIST web-based
application submission system. Users can access ASSIST directly or through eRA
Commons. To complete the application, users must have access to a browser, a pdf
generator, and Adobe Reader software.

Log into ASSIST using eRA Commons credentials (username and password)

Application Submission System & Interface for Submission
Tracking (ASSIST)

Sponsored by the National Institutes of Health

Note: Effective March 22, 2018: If you are registering a new entity in SAM.gov, you must provide an original

signed notarized letter stating that you are the authorized Entity Administrator before your registration will be

Login activated. Read FAQs to learn more about this process change
User Name Note: When application and grant reporting submission delays occur because the applicant or recipient
organization is officially closed due to a natural disaster or other emergency, the NIH will consider accepting
late applications and reports, on a case-by-case basis. Please reference notice NOT-OD-17-106 in the NIH
Password o
Guide for Grants and Contracts for additional details
Submit grant applications electronically to NIH and

Forgot Password/Unlock Account?

other Public Health Service Agencies...

Initiating the Application
On the ASSIST Welcome screen, enter the OTA ROA number provided in the packet and
on the EPPIC-Net website in the “Funding Opportunity Announcement” # field and then
click ‘Go’. The format should be OTA-YY-XXX.
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IS Application Submission System & Interface for Submission Tracking (ASSIST)
. .= Sponsored by the National Institutes of Health

Welcome
Welcome to the Application Submission System & Interface for Submission Tracking (ASSIST)

r‘ INITIATE APPLICATION

Funding Opportunity Announcement # OTA-18-001
(Example: PA-XX-XXX or LITC-ABCD-XX-000)

The National Institutes of Health po: As) in the NIH Guide for Grants & Contracts and in Grants.gov's Search Grants . Each resource

has robust search functionality to identify opportunities of interes ed to prepare and submit applications when explicitly stated in the FOA

(&) seaRcH FOR APPLICATION

The Initiate Application screen contains several required elements: At a minimum the
Application Project Title must be entered, and the Lead Applicant Organization must be
selected from the drop-down menu.

The Contact PD/PI fields may be pre-filled from Commons Username using the button or
entered manually. These fields will be available to edit in the application once it has
been initiated.

Once required fields have been satisfied, press the “Initiate Application” button to
create an application record.

Home > Search for Applications > Initiate Application

Initiate Application for ROA #: OTA-18-005 @

51 ROA INFORMATION:

ROA Number: OTA-18-005
Opportunity Title: OT Research Opportunity Test June
Offering Agency: National Institutes of Health

Opportunity

Opportunity Close Date:

Agency Contact: NIH Contact

Application Identifier:

Application Project Title *
(describe title in 200 characters)

Lead Applicant Organization: * ---- Choose Organization ---- v

Lead Applicant Organization Address:

Contact Project Director/Principal Investigator
Enter PD/PI Information below or Pre-fill Application from Username m

First Name:
Middle Name:

Last Name:

Initiate Application m
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Navigating the Application

Each application in ASSIST receives a unique Application Identifier at creation (2111
below). This value is displayed on the Application Information Summary page and can be
used as a search key on the Search for Applications screen if returning to work on the
application at a later time.

Home > Search for Applications > Application Information

Actions @
4 Hide Navigation
MANAGE ACCESS
——— Application Information @
VALIDATE APPLICATION

o Application saved

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS OTA Core

COPY APPLICATION o .
5 | Application Information

DELETE APPLICATION
Application Identifier: 2111
Application Project Title: OTA Application for Consi
PD/PI Name: Abela, Aléxiandér Miller

Actions are available on the left-hand side of the screen. The Summary screen and any
constituent forms in the application are loaded as tabs to the right of the action menu.
Navigate to the OTA Core form by clicking the grey tab for the form. The currently active
tab will be highlighted in blue.

Completing the Application Form

All fields marked by an asterisk (*) are required. In the UAT environment, the DUNS is
listed as a required field but the asterisk can be ignored.

All attachments should be in the format of a PDF file.

Home > Search for Applications > Application Search Results > Application Information

Actions @

4 Hide Navigation

RETURN TO APPLICATION

Application Information @
MANAGE ACCESS

PREVIEW CURRENT FORM

OTA Core

Summary

VALIDATE APPLICATION

VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS NIH Other Transaction Application Form
OTA Core v1.0 @

COPY APPLICATION

DELETE APPLICATION Submission Type
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Click on “Edit” button to begin data entry. In the “edit” mode, data entry by other users
is blocked until the lock-holder either releases the lock or it expires.
At the bottom of the form there are several saving options:

Save and Keep Lock Save and Release Lock Cancel and Release Lock

Save and Keep Lock: saves data and restricts data entry access to current user
Save and Release Lock: saves data and releases form to other users
Cancel and Release Lock: does not save data and releases form to other users

Submission Type: If the application is being resubmitted after correcting errors/warning,
check “Corrected Submission” and enter prior submission tracking number as it appears
in the footer of the prior submission.

Submission Type

Corrected Submission

Prior Submission Tracking
Number

1. Applicant Information

1. Applicant Information
* Organization Name
Department
Division
* Street 1
Street 2
* City
County
State
Province

* Country --- Select Country --- v

Zip/Postal Code

Organization Name: This field is required. Enter the name of the organization for the SO

4
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Contact and Address fields: Enter the field data for the Applicant Organization as each
label indicates. The Organization Name, Street 1, City, and Country are required fields.
The State and ZIP/Postal Code fields will become required upon Country selection of
United States. Note that ZIP/Postal Code must be entered in ZIP+4 (nine-digit postal
code) format. Province is enabled for all non-US countries and required for Canada.

2. Employer Identification (EIN) or (TIN): Enter either the organization’s Taxpayer
Identification Number (TIN) or Employer Identification Number (EIN) as assigned by the
Internal Revenue Service. If your organization is not in the United States, enter 44-
4444444, Your EIN may be 12 digits, and if this is the case, enter all 12 digits. In the UAT
environment you can enter Os.

Employer Identification

tart Dat

w
Y

End Date e

3. Descriptive Title of Applicant’s Project: This field is required. The descriptive title is
limited to 200 characters, including spaces and punctuation.

4. Project Period: Enter the proposed start date of the project.

The Start Date is an estimate. The project period should not exceed what is allowed in
the ROA.

The End Date is an estimate and must occur in the future of the Start Date.

5. Project Director/Principal Investigator (PD/PI) Contact Information.

You should save the data before editing PD/PI data. If not it will ask you to save it to
continue.

The PD/PI is the individual responsible for the overall scientific and technical direction of
the project. Complete the personal information for the PD/PI.

In the eRA Commons profile, the person listed here must be affiliated with the applicant
organization entered in “1. Applicant Information”. A commons ID is required for the
PD/PI.

If submitting an application with multiple PD/PIs, the main or primary PD/PI should be
entered in the first or top section as the Contact PD/PI. The “Add Additional PD/PI”
button may be used to add other PD/Pls. Following data entry, the user may “Edit” or
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“View” the PD/PI entries; Additional PD/PI entries can also be individually removed from
the application. Additional Pls are not required to have a Commons ID.

Contact and Address fields: Enter the field data for the PD/PI as each label indicates. The
Organization Name, Street 1, City, and Country are required fields. The State and
ZIP/Postal Code fields will become required upon Country selection of United States.
Note that ZIP/Postal Code must be entered in ZIP+4 (nine-digit postal code) format.
Province is enabled for all non-US countries and required for Canada.

Following data entry, Save changes. To return to the main form use ‘Save and Release
Lock’ or click the ‘OTA Core’ breadcrumb under the blue ‘OTA Core’ form tab.

6. Business Official Contact Information

Prefix --- Select Prefix --- ¥
First Name

Middle Name

Last Name

Suffix --- Select Suffix --- v

Position/Title

Department

Organization Name

Division

Street 1

Street 2

City

County

State v
Province

Country --- Select Country --- v
Zip/Postal Code

Phone Number

Fax Number

Email

| agree

Complete the information for the Business Official Contact.

Contact and Address fields: Enter the field data for the Business Official as each label
indicates. The Organization Name, Street 1, City, Country, and Email are required fields.
The State and ZIP/Postal Code fields will become required upon Country selection of
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United States. Note that ZIP/Postal Code must be entered in ZIP+4 (nine-digit postal
code) format. Province is enabled for all non-US countries and required for Canada.
Assurances: The applicant organization is responsible for verifying its eligibility and the
accuracy, validity, and conformity with the most current institutional guidelines of all
the administrative, fiscal, and scientific information in the application, including the
Facilities and Administrative rate. Deliberate withholding, falsification, or
misrepresentation of information could result in administrative actions, such as
withdrawal of an application, suspension and/or termination of an award, debarment of
individuals, as well as possible criminal and/or civil penalties. The signer further certifies
that the applicant organization will be accountable both for the appropriate use of any
funds awarded and for the performance of the grant-supported project or activities
resulting from this application. The grantee institution may be liable for the
reimbursement of funds associated with any inappropriate or fraudulent conduct of the
project activity.

Check “I agree” to provide the required certifications and assurances.

7. Estimated Project Funding: Enter the total federal funds, including Direct Costs and
F&A (Indirect Costs) requested for the entire project period.

Total Funds Requested

Cover Letter Add Attachment

8. Cover Letter: The cover letter is not required for EPPIC-Net applications. It is for
internal use only. If included, the letter should include the application title. The cover
letter can note if there are any special considerations or explanatory details regarding
the submission of the application, including whether a specific area of scientific
expertise would be helpful in reviewing the application. Do NOT identify individuals.
Please limit the cover letter to 250 words. The cover letter should be submitted as a PDF
file (see “Attachments” below).

9. Attachments: attach PDF files in accordance with the ROA and/or specific instructions
using the “add attachment” button. The attachment or attachments should be in the
format of a PDF file. If multiple attachments are added, each should have a unique file
name. To delete an uploaded attachment, check ‘Delete on Save’ and the file will be
removed upon next save. Individual attachments can be replaced or updated by clicking
the ‘Update’ button of the corresponding row. One attachment is required and there
are currently no upper limits.

9. Attachments

Attachments Add Attachment

Delete on Update
Attachment File Name Save Attachment View Attachment
Equipment.pdf Update

Submitting your Application
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8

Validating your application: Select “Validate Application” from the left-hand panel to
check your application for business errors and warning. Errors must be corrected prior
to submission. Warnings will not stop prevent your application from being submitted.
Preview Application: presents the PDF version of the application. This is a view of the
assembled image is nearly identical to that the reviewers/evaluators will assess.
Update Submission Status: Prior to submission, the status must be updated to “Ready
for Submission” which will also perform additional validations against business errors
prior to changing the status. Click “Add Comment” or “continue without adding a
comment” to continue.

—d

Update Submission Status

Select the new status | Ready for Submission v ‘

-- Select Status --

Enter a comment on thegrymrramrars meamsion or continue

without adding a comment.| Abandoned

© 2018 NIH. All Rights Reserved.
Screen Rendered: 05/16/2018 10:45:16 EDT | Screen Id: ASSIST0034@1092
Version: 2.29.00

Submission

Once the application has been placed in “Ready for Submission” status, the Signing
Official will be able to click “Submit Application”. After a confirmation that the SO does
wish to submit the application, it will be sent to NIH for processing. The status can be
viewed and updated by clicking the “View Submission Status Details” hyperlink next to
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the application status.

5 | Application Information

Application Identifier: 21115
Application Project Title: Clinical Center for All of Us NIH Program
PD/PI Name: AARONS, GREGORY

Organization:

Project Period:

Status: Ready for Submission Submit Application
Submit Application |
Status Date: 2018-05-16 10:50:09.000 PM EDT  Lonerit Application

Are you sure you want to submit the
application?

Follow the status of your submission in eRA Commons by clicking status detail button
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This will take you to the submission status. You can click on the accession number (e.g.
4271519) to access the application in eRA Commons.

ASSIST
Submission Date: 2019-04-01 10:28:06 AM
Submitting AOR: ROMANL_SO
ASSIST Submission Status: Submitted
Submission Status Date: 2019-04-01 10:28:06 AM
Agency
View Agency Submission Errors and Warnings
Agency Tracking #: 4271519 (To View Commons Status and Application Details)
To View Commons Post Submission Actions
Agency Status: PROCESSED
Agency Status Date: 2019-04-01 10:28:11 AM

© 2019 NIH. All Rights Reserved.
Screen Rendered: 04/01/2019 11:00:21 AM | Screen Id: ASSISTO095@1047

Application Source: Grants.gov

FOA: [OTA19-222] - UAT OTATEST

@ Other Relevant Documents

e-Application

@ Additions for Review

Document Event Log

@ Review
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NIH - Helping to End Addiction Long-term

PLEASE NOTE: EPPIC-NET WILL OPEN TO ACCEPT APPLICATIONS ON SEPTEMBER 3, 2019.
PLEASE CHECK THIS SITE FOR UP-TO-DATE INFORMATION AND ANNOUNCEMENTS

EPPIC-NET APPLICATION PACKET INFORMATION SHEET

This packet contains:

1. This information sheet

2. The EPPIC-Net preliminary application: a fillable pdf form

3. Line-by-line instructions for completing the preliminary application
4. Instructions for application submission via eRA Commons

INFORMATION FOR EPPIC-NET APPLICANTS

The NIH HEAL Initiative

In April 2018, NIH launched the HEAL (Helping to End Addiction Long-term) Initiative, an
aggressive, trans-agency effort to speed scientific solutions to stem the national opioid public
health crisis. A major goal of the HEAL Initiative is to spur the development of effective, non-
addictive treatments to reduce the burden of illness due to pain and to reduce risk of
addiction. Over the past 2 years, NIH has gathered input from experts from the U.S. Food and
Drug Administration (FDA), academia, and the private sector to identify key gaps and
opportunities for the development of new treatments for pain. Through these consultations,
NIH identified the need for a sophisticated clinical trial network to design and execute
innovative early phase trials of promising non-addictive pain therapies in well-characterized
patient cohorts with pain conditions of high unmet need. The Early-Phase Pain Investigation
Clinical Network (EPPIC-Net), led by the NINDS, seeks to fill this need by establishing a clinical
trials network for highly meritorious assets for the treatment of pain.

Information on HEAL initiative programs can be found at https://www.nih.gov/research-
training/medical-research-initiatives/heal-initiative
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Additional information on EPPIC-Net can be found at https://www.ninds.nih.gov/Current-
Research/Trans-Agency-Activities/NINDS-Role-HEAL-Initiative/NINDS-Role-HEAL-Initiative-EPPIC

Through EPPIC Net, NIH aims to:

e Provide academic and industry investigators with expert infrastructure and support for
early-phase clinical testing of pain therapeutics across populations and the lifespan

e Reduce reliance on opioids by accelerating early-phase clinical trials of non-addictive
pain therapeutics, including drugs and devices

Studies in EPPIC-Net will:

e Test new, non-addictive pain therapeutics in early-stage trials of drugs, biologics, and
devices, focused on Phase 2 clinical trials

e Provide proof-of-concept testing and validation of potential biomarkers for utility in
assessing target engagement or pain outcomes

e Develop and test innovative clinical trial paradigms to engineer adaptive, ever-
improving early-phase testing of new pain therapies

e Establish multiple well-characterized cohorts of different pain conditions for clinical
trials

For assets submitted to EPPIC-Net, NIH will prioritize applications for:
e Drugs or biologics with an existing IND or devices with an existing IDE
e Drugs, biologics or devices with potential to treat pain conditions of high unmet need
e Drugs, biologics or devices that have high potential to move to industry-funded phase 3
efficacy trials and into clinical use

The EPPIC-Net infrastructure

The EPPIC-Net Infrastructure, established through a competitive grant process, includes:

The Clinical Coordinating Center (CCC) provides protocol development, overall trial
management, site and investigator training, and interface with IRB.

The Data Coordinating Center (DCC) provides data management and analysis expertise and
tools, quality assurance, and centralized data and biorepositories.

Clinical Research Sites (Hubs) provide clinical researchers with pain expertise, focused patient
populations, and wide outreach into pain communities, and conduct the research procedures.
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EPPIC-NET APPLICATION PROCESS

The application and review process for EPPIC-Net has 3 stages.

Stage 1: The applicant completes the brief preliminary application in this packet and submits it
via eRA Commons. Following independent review, top-ranking applications will be selected to
proceed to Stage 2.

Stage 2: The applicant works with an NIH contractor to prepare a dossier with detailed
information on the asset, including drug pharmacology or device specifications. Following
further independent review, top-ranking applications will be selected to proceed to Stage 3.

Stage 3: The applicant works with the EPPIC-Net CCC, in consultation with the EPPIC-Net DCC
and appropriately-matched Clinical Research Sites to develop the clinical protocol. The clinical
protocol undergoes a final independent review. Top-ranking protocols will be presented to the
NINDS Council and HEAL Leadership, who will approve protocols for funding and study
implementation within EPPIC-Net.

IMPORTANT NOTES:

e Stage 1 application is open to all; Stages 2 and 3 are by invitation only.

e No funding is associated with application stages 1 and 2.

e Successful asset applicants receive access to EPPIC-Net resources for conduct of the
clinical trial for their asset. Asset applicants do not receive funding. Funding for selected
clinical protocols is provided to the EPPIC-Net infrastructure components for conduct of
the trial.

Intellectual property and products studied within EPPIC-Net remain the property of the asset
owner

How to apply to EPPIC-Net
1. Register in eRA Commons using ASSIST. The ROA NUMBER to be used in eRA
Commons will be provided when EPPIC-Net opens for applications on September 3,
2019.
2. Complete the EPPIC-Net preliminary application pdf fork
3. Submit the preliminary application to EPPIC-Net via eRA Commons

e APPLICANTS WILL RECEIVE A SUBMISSION RECEIPT.

e APPLICANTS WILL RECEIVE NOTIFICATION OF DECISIONS ONCE INDEPENDENT REVIEW IS
COMPLETE.
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EPPIC-Net contacts:

EPPIC-Net Program Director:
Barbara I. Karp, M.D.
barbara.karp@nih.gov
301-496-0150

eRA Commons contacts:

Service desk: https://grants.nih.gov/support/index.html
Laura M. Roman, PhD, MBA

301 451-5966

301 642-4207 (mobile)

Laura.roman@nih.gov
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