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Executive Summary

Welcome to the Drug Development Tool!

This guide describes the process for qualifying drug development tools intended for potential use, over time, in
multiple drug development programs. Drug Development tools (DDTs) are methods, materials or measures that aid
drug development. DDTs include, but are not limited to, biomarkers, clinical outcome assessments (COA) and animal
models for drug development. This reference guide provides submission instructions for interactions between the
Center of Drug Evaluation and Research (CDER) and the entity proposing the DDT for qualification (the submitter). For
technical support, email CDER Platform Support staff at edmsupport@fda.hhs.gov.



mailto:edmsupport@fda.hhs.gov

High Level Overview of DDT Qualification Process

DDT Qualification Process Stages

The Drug Development Tool Qualification Program works with submitters to guide them as they develop or refine
a DDT for a specific context of use. The Letter of Intent is the first DDT Stage submission for FDA to review to
determine whether the DDT will be accepted into the DDT Qualification Program. The Qualification Plan (QP) is
the second DDT Stage submission for FDA to review. A QP submission can be submitted only after the DDT has

received an “Accepted” LOI. The third stage is the Full Qualification Package (FQP) for FDA to review. AFQP
submission can be submitted only after the DDT has received an “Accepted” QP.
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Animal Model

The Animal Models program applies specifically to animal models intended for use in the adequate and well-
controlled efficacy that serve substantial evidence of effectiveness for drugs developed under the Animal Rule.
This section describes how to submit a Letter of Intent in the DDT Qualification Process for Animal Models.

Create New Letter of Intent (LOI): Animal Model
Once you have logged into the Portal, you must create a new LOI fora DDT program.

Step 1. Once you have landed on the Portal homepage, click on Drug Development Tool.

Hi John, welcome back to CDER NextGen!

To get started choose an option below

Access Your Events

Meeting Requests WDD/3PL Licensure
Controlled Correspondence Drug Development Tool

Pre-Assignment

Manage Your Profile or Access

To update Profile information or request for additional Event access, please contact the CDER Platform
Support Team at (EDMSupport@fda hhs gov).
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Animal Model

Create New Letter of Intent (LOI): Animal Model
Step 2. You will be directed to the Drug Development Tool page, click Create New LOLI.

Drug Development Tool

Submitted Drug Development Tool

FDA Updates Open DDT All DDT Closed DDT

To make modifications and/or continue your submission please select the applicable event and click the *View Submitted DDT" button

Filter by DDT Status: |Aﬂ ’ ‘ Apply

There are no submissions.

| View Submitted DDT |

Saved Drug Development Tool

Program Type Last Saved Date/Time (EST)

There are no submissions.

| View Saved Request |




Animal Model
Completing Letter of Intent (LOI): Animal Model

Step 3. Enterin the Program Name.

A There is a 100 character limit.
Create Drug Development Tool

Step 4. Selectthe DDT Program Type

Animal Model. Drug Development Tool Information

Note: You have the following other

’ 1a. Please create a Program Name. *
options to select from;

e Biomarker Qualification 0/100 characters
Program
e Clinical Outcome Assessments 1b. What is the DDT Program Type?* Select One

Step 5. Click Next.

Q Animal Model
On the Drug Development Tool Save As Draft Delete Submission

Information pages, the submitter has the
following options:

e Save as Draft

* Next

* Delete Submission

Biomarker Qualification Program

Clinical Outcome Assessments




Animal Model
Completing Letter of Intent (LOI): Animal Model

Step 6. Select an answer to the question, ”What animal species are included in the request?

- - = 3 Select One
2. What animal species are included in the
rgqu&gt? = Select One

Bos taurus (Cow)

Callithrix jacchus (Marmoset)

Canis familiaris (Dog)

Capra hircus {(Goat)

Cavia porcellus (Guinea pig)

Cercopithecus aethiops / Chlorocebus aethiops (African green monkey)

Cricetulus griseus (Chinese hamster)

Danio rerio (Zebrafish)

Erythrocebus patas (Patas monkey)

Felis catus (Cat)

Gallus domesticus (Chicken)

Macaca fascicularis (Cynomolgus macaque) 7

Alfyou select ‘Other’, you must enter manually the animal species not listed in the
dropdown above. There is a maximum 75 character limit.

Step 7. Select a Type of Challenge Agent that will be associated with the request.

3. Select a Type of Challenge Agent that will be associated with the request. * |Select One




Animal Model
Completing Letter of Intent (LOI): Animal Model

Step 8. Select an answer to the question, “Does the DDT have a Prophylactic Property?

4. Does the DDT have a Prophylactic Property? * Yes

No

Step 9. Select an answer to the question, “Is the DDT Department of Defense (DOD)
funded?”

5. Is the DDT DoD Funded? * Yes

No

Step 10. Click Next.

Save As Draft Delete Submission

Required Prompts

Note: Any prompt that is denoted with an asterisk is a required prompt. Prompts other
@ than marked asterisk are optional. .
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Clinical Outcome Assessments

Clinical Outcome Assessments measure a patient’s symptoms, overall mental state, or the effects of a disease
or condition on how the patient functions. This section describes how to submit a Letter of Intentinthe DDT
Qualification Process for Clinical Outcome Assessments.

Create New Letter of Intent (LOI): Clinical Outcome Assessments

Once you have loggedinto the Portal, you must create a new LOI fora DDT program.

Step 1. Once you landed on the Portal homepage, click on Drug Development Tool.

Hi John, welcome back to CDER NextGen!

To get started choose an option below

Access Your Events

Meeting Requests WDD/3PL Licensure
Controlled Correspondence Drug Development Tool

Pre-Assignment

Manage Your Profile or Access

To update Profile information or request for additional Event access, please contact the CDER Platform
Support Team at (EDMSupport@fda hhs.gov).
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Clinical Outcome Assessments

Create New Letter of Intent (LOI): Clinical Outcome Assessments

Step 2. You will be directed to the Drug Development Tool page, click Create New LOL.

Drug Development Tool

Submitted Drug Development Tool

FDA Updates Open DDT All DDT Closed DDT

To make modifications and/or continue your submission please select the applicable event and click the *View Submitted DDT" button

Filter by DDT Status: |Aﬂ ’ ‘ Apply
Lot i DT 57

There are no submissions.

| View Submitted DDT |

Saved Drug Development Tool

Program Type Last Saved Date/Time (EST)

There are no submissions.

| View Saved Request |
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Clinical Outcome Assessments

Create New Letter of Intent (LOI): Clinical Outcome Assessments

Step 3. Enterin the Program Name.

A Thereis a 100 character limit. Create Drug Development Tool

Step 4. Select a DDT Program Type Clinical
Outcome Assessments. Drug Development Tool Information

Note: You have the following other options 1a. Please create a Program Name.
to select from;

* Animal Model

e Biomarker Qualification Program

(/100 characters

1h. What is the DDT Program Type?*

Select One

Step 5. Click Next.

9 On the Drug Development Tool Animal Model

Information pages, the submitter has the Sate As Draft Delts Submission

following options: Biomarker Qualfication Program
e Save as Draft

e Next Clinical Outcome Assessments

e Delete Submission



Clinical Outcome Assessments

Completing New Letter of Intent (LOI): Clinical Outcome Assessments

Step 6. Select the Type of COA that will be associated with the request.

2. Select the Type of COA that will be associated with the request. * Clinician Reported Outcome (CIlinRO) Assessment Observer Reported Outcome (ObsRO) Assessment
Patient Reported Outcome (PRO) Assessment Digital Monitoring Clinical Qutcome Assessment
Performance Outcome (PerfO) Assessment ¢ Other

* Please enter the COA type not listed

0/75 characters

A If you select ‘Other’, you must enter manually COA type not listed in the dropdown above.
Thereis a 75 character limit.

Step 7. Provide the Disease State.

3. Provide the disease state * 0/ 250 characters

AThere is a 250 character limit.
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Clinical Outcome Assessments

Completing New Letter of Intent (LOI): Clinical Outcome Assessments
Step 8. Select the Patient Population for the COA Request.
4. Select the Patient Population for the COA Request. * Adult

Pediatrics (<18 yo)

Step 9. Provide the name of the COA, then click Next.

5. Please provide the Name of COA. *

0/ 75 characters

Save As Draft Delete Submission

AThere is a 75 character limit.

Required Prompts

Note: Any prompt that is denoted with an asterisk is a required prompt. Prompts other
@ than marked asterisk are optional.
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Biomarker Qualification Program (LOI and LOS)

A biological marker or biomarker is a characteristic that is objectively measured and evaluated as anindicator
of normal biologic processes, pathologic processes or biological responses to a therapeuticintervention. For
Biomarker Qualification Program Type, you are allowed to submit a Letter of Intent or a Letter of Support. The
Letter of Support (LOS) is for the Biomarker Program only and is a step prior to the DDT Qualification process.
This section describes how to submit a Letter of Intent or Letter of Support in the DDT Qualification Process
for Biomarker Qualification Program.

Create New LOI or LOS: Biomarker Qualification Program

Once you have loggedinto the Portal, you must create a new LOI fora DDT program.

Step 1. Once you landed on the Portal homepage, click on Drug Development Tool.

Hi John, welcome back to CDER NextGen!

To get started choose an option below

Access Your Events

Meeting Requests WDD/3PL Licensure
Controlled Correspondence Drug Development Tool Pre-Assignment

Manage Your Profile or Access

To update Profile information or request for additional Event access, please contact the CDER Platform
Support Team at (EDMSupport@fda hhs gov).
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Biomarker Qualification Program (LOI and LOS)
Create New LOI or LOS: Biomarker Qualification Program

Step 2. You will be directed to the Drug Development Tool page, click Create New LOL.

Drug Development Tool

Submitted Drug Development Tool

FDA Updates Open DDT All DDT Closed DDT

To make modifications and/or continue your submission please select the applicable event and click the “View Submitted DDT” button

Filter by DDT Status: |N| ‘ ‘ Apply

There are no submissions.

| View Submitted DDT |
Saved Drug Development Tool

There are no submissions.

| View Saved Request |
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Biomarker Qualification Program (LOI and LOS)

Completing LOI or LOS: Biomarker Qualification Program

Step 3. Enterin the Program Name.

A Thereis a 100 character limit. Create Drug Development Too

Step 4. Selectthe DDT Program Type Drug Development Tool Information
Biomarker Qualification Program

1a. Please create a Program Name. *
Note: You have the following other options

to select from; 0/100 characters
e Animal Model
¢ (Clinical Outcome Assessments

1b. What is the DDT Program Type? *

Select One

Step 5. Click Next.

Animal Model
Q On the Drug Development Tool Save As Draft Delete Submission

Information pages, the submitter has the Biomarker Qualfication Program
following options:

e SaveasDraft Clinical Outcome Assessments
* Next

e Delete Submission
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Biomarker Qualification Program (LOI and LOS)

Completing New LOI or LOS: Biomarker Qualification Program

Step 6. Select a biomarker type that will be associated with the request.

2. Sakect a Biomarkar Typs that will be Saloct Ons ——
associated with thae request. *
Hiztologic
Molecular
Physioclogic

Radiographic
Crbvar

Pleas= entar the biomarker type not listed.
Sample Teext

10§ 75 charschsrs

A If you select ‘Other’, you must enter manually Biomarker type not listed in the dropdown above.
Thereis a 75 character limit.

Step 7. Select a biomarker category that will be associated with the request.

Salect Ona
3. Select a biomarker category that will be associated with the request. * Select Cne

ionitorning
Pharmacody it Rispores
Freciclive

Progrostic

Safaty

sar g Ercipond

SusCentindity Fick

Required Prompts
Note: Any prompt that is denoted with an asterisk is a required prompt. Prompts other
@ than marked asterisk are optional.
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Biomarker Qualification Program (LOI and LOS)

Completing New LOI or LOS: Biomarker Qualification Program
Step 8. Select the Drug Development Space that will be associated with the request.

4. Select the Drug Development Space that will be associated with Pre-Clinical
the regquast. ©
~ Earty-Phase Clinical Trials

Late-Phase Clinical Trials

Post-PMarketing

Step 9. Answer the question, Is the request related to a composite biomarker (e.g. more than
one defined characteristic)?

5. Is the request related to a composite biomarker (e.g. more than one
defined characteristic)? *

Step 10. Enter the Patient Population.

6. Enter Patient Population (e.g. Age, Disease State, Disease). *

CDER
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MNo
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Biomarker Qualification Program (LOI and LOS)

Completing New LOI or LOS: Biomarker Qualification Program
Step 11. This question distinguishes whether you are submitting a Letter of Intent or

Letter of Support. Select the answer Requesting Letter of Support or Submitting
Letter of Intent for the question “What are you submitting for?

7. What are you submitting for? * Requesting Letter of Support

Submitting Letter of Intent

Biomarker Qualification Program Type

Note: For Biomarker Qualification Program Type, you are allowed to submit a Letter of Intent
or a Letter of Support. Both require documentation upload. A Letter of Intent can be
submitted after a Letter of Support.

CDER
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Alternate Contact

The alternate Point of Contactis anindividual within your organization that should also receive email
notifications regarding updates to the DDT submission. Providing an Alternate Contact applies to Animal

Model, COA, and Biomarker DDT requests. This section describes how to enter an alternate contact
information.

Alternate Contact syt
Step 1_ Answer the questlon ”DO es The: aRemate POC (5 an indiidual wifin your organizaton hat shodid also feceive emal notfcations regarding Updates o the DOT submission
this app“cation have an alternate Does this application hava an altemate contact? * " Yas
contact?” o

Pt ThiS s will ok e SCCE3S 1 Ehi evint on thi Port

A If yes, please note this user
will not have access to the event on

the Portal. Alternate Contact Information

"Tite * First Nam# Middle Nama " Last Nama
Step 2. If your answeris Yes, please s

enter the following information for
the alternate contact; .
o Title 338 Brter fumbers only, excidng the Same ar
* FirstName tpimapinthabbdctn
e Middle Name
* LastName
e Email Address Sava As Drat Delete Submission
Phone Number Extension
*  Working Group

* Email " Phong Numbar Extinsien Werking Group

Step 3. Click Next. i
ep Ick Nex Working Group

CD E R Some organizations form working groups for DDT submissions.
INFORMATICS




Partner Organization

This section describes how to enter a Partner’s Contact information. Providing Partner Organization applies to
Animal Model, COA, and Biomarker DDT requests.

Partner Organization Selection

Step 1. Provide an answer to the question “Is this application in partnership with another
organization?

A If yes, please note this user will not have access to the event on the Portal but will
receive any submission notification on behalf of the submitter.

Step 2. Click Next.

Provide Partner for this Application

Application Partner

Is this application in partnership with another organization? * Yes

MNo

Save As Draft Back Delete Submission

CDER
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Partner Organization

This section describes how to enter a Partner Contact information.

Partner Organization Selection

Step 3. If your answer is Yes, search and
select your Partner Organization that you
will be submitting on behalf of. If you
can’t find your Partner Organization, click
Enter Organization Manually.

g You can select up to three (3)

Partner Organizations. Please follow the
Multiple Partner Selection Instructions to
add more than one organization.

Step 4. To manually add the Partner
Organization please enter the following
information: Organization Name, Address
and DUNS.

QA DUNS number is a unique nine
digit identification number issued by Dun

& Bradstreet (D&B) for each physical
location of a business. Please enter
999999999 if your organization does not
have a DUNS number.

Step 5. Click Add Organization.

CDER
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Partner Organization Selection

Search and sslect your Partner Onganization that you will be submising on behalf of. Yiou can select up fo three (3) Pariner Ooganizations.
Orpanization Name

the

| Search Organization

= Multiple Partner Selection Instructions
To add multiple parners
1. Click
2 Ch
3. Contnu

the row o hghlight the firsl ongani zation
"Salect Organization® button below the tabile
2 highlighting add®onal organizations and clicking *Setect Onganization” one-by-one

Organization Mame | Full Address m
THE DOOGE COMPANY INC B FROGRESS RD, BILLERICA, MA, 09531, LIS O0I0E551T e
THE GREAT ATLANTIC & PACIFIC TEA GO

i " . ™ 2 PARAGON DR, MONTVALE, MJ, 0TSS5, US 01357366

THERMO) FISHER SCIENTIF INE 0a ) AVE, WAL THAM MA G457 LIS LR T ]

THE MENTHOLATUM COMPANY TOT STERLING DR, ORCHARD PARK. NY, 14127, US 00Z105TST

THE BUALEN COMPANIES 1640 DELMAR D, FOLCROFT, PA, 18002 US QOEITIAET

Fiease note that at most 100 necords will be displayed.

Selsct Organieation |

I Enter Organiration Msnuany i

* Muttiple Partner Selection Instructions

Ter el muilliplé pirtngrs

1. Caick on the row o highlight the first organization
2. Chick he "Salect Organization” bulion bekw [he able

3. Conlinue: highlighting addiional organizations and ollcking "Sekecl :'."ii.llliﬁllr‘i" one-by-one

Manual Add

* Qrganization Name * Country * State/Province
| Salact Ona
* Strest Address Line 1 Strest Address Line 2 * City

* Tip Coda/Postal Coda * DUNS

Alcwiabie Tomsal: Nine digit numeic code (12, 123456788 - INNA hen

type SEH000080

| Add Qrganization Cancel




Partner Organization

This section describes how to enter a Partner Contact information.

e i i e

~

Step 6. Click Next THE DODGE COMPANY INC 9 PROGRESS RD, BILLERICA, MA, 01821, US 001045517
ep o, HceTexd lTl:f GREAT ATLANTIC & PACIFICTEACO - papaGON DR, MONTVALE, N, 07645, US 001367365
THERMO FISHER SCIENTIFIC INC 168 3RD AVE, WALTHAM, MA, 02451, US 001408673
Q The submitter has the option to  TH MENTHOATUM coMPANY 707 STERLING DR, ORCHARD PARK, NY, 14127, US 002105757
Remove Organization or Remove All  THBILENCOMPANES 1640 DELMAR DR, FOLCROFT, PA, 19032, US 002373462 ,

Organizations selected.
Please note that at most 100 records will be displayed.

Select Organization ‘ Enter Organization Manually ‘

Selected Partner Organization

o

st Cuganization Mame 123 Tes! Streat, Washinglon, DC, 20008, US 990099099

‘ Remove Organization ‘ ‘ Remove All Organizations ‘

Save As Draft I Back H Delete Submission ‘

CDER
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Partner Organization

This section describes how to enter a Partner Contact information.

Partner Contact
Step 7. Please enter the

] ] . Partner Contact Information (1 of 1)
followinginformation for T T AT T

the Partner Contact;

° Tltle . Update fetackian |
e FirstName I O .
L] M]ddle Name TERSERA THERAPELT 0 oh0 AE SE STE X0, CEDAR RAPDIS, W 241 Ta ATEY
e LastName
. * Tithe " Foret Mama Middla Hams * Last Nams
e Email Address i
e Phone Number
. * Email * Phine Nuamber Extansian Warking Qroup
Extension

* Working Group

Step 8. Click Next.

: Sawa ks Dran ek
QCIick ‘Update

Selection” if youwantto
update the organization
name. This will redirect you
to the Partner Organization
Page.

Dilate Susmidtian

Required Prompts

Note: Any prompt that is denoted with an asterisk is a required prompt. Prompts other
@ than marked asterisk are optional.

CDER
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Documentation

This section describes how to upload documentation. Providing documentation applies to Animal Model, COA,
and Biomarker DDT requests.

Drug Development Documentation

Step 1. Provide a short description on what is being submitted.
A There is a maximum 2000 character limit.
Step 2. Click Attach Document.
Provide Description and Documents
* Provide the pfﬂhhl‘ﬂ contaxt of use for this DOT submission.

2000 characieTs

Drug Development Documents

n this subrmission, £ 5 mandatory 0 atach a Letter of Support

Amtsch Document

Documentation

For this submission, it is mandatory to attach a Letter of Intent or Letter of Support to
complete this qualification process.

CDER
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Documentation

Drug Development Documentation

Step 3. Select Letter of Intent or Drug Development Documents

Letter of Support for Document
Type In this submission, it is mandatory to attach a Letter of Intent.

) ) Attach Document(s)
Step 4. Click Choose File.

* Select Document Type

Step 5. Search and Select the
document you would like to be
uploaded. *Attachment

No file chosen

Select One W ‘

AThe allowable formats for
uploading a document are PDF, MS Allowable Formats: PDF, MS Word, MS Excel, SAS, MP4
Word, MS Excel, SAS, MP4. The

) . . . Maximum File Size Upload is 45MB and macros are not allowed
maximum file size uploadis 45 MB

and macros aren’t allowed. Brief Description
0 /300 characters
Step 6. (Optional) Provide a brief Provide a brief description of the document

description of the document.

AThere is @ 300 character limit.

Confirm Attachment Cancel Attachment

Step 7. Click Confirm Attachment.

CDER
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Documentation
Drug Development Documentation

Step 8. Confirm document was attached to the table.

9 Submitter can View Saved Document or Remove Document after uploading document.

Step 9. Click Review Submission Information.

Saved Document(s)

o e i

Articles of Program Type docx Lefter of Intent

View Saved Document Remove Document

Save as Draft Review Submission Information Back Delete Submission




Documentation

This section describes how to review and submit the Letter of Intent or Letter of Support.

Review Drug Development Tool Summary

step 1. Review i nformaton i

tabs entered then click the

checkbox that you acknowledge 1a. Please create a Program Name. COA test 1
. . . . . 1b. What is the DDT Program Type? Clinical Outcome Assessments
that thls I nformatl On IS fl na I 2. Select the Type of COA that will be associated with the request Patient Reported Cutcome (PRO) Assessment
when sent to FDA. 3. Provide the discase state Test
4. Select the Patient Population for the COA Request Adult

AOn the Review Summary

. ~ Contact Information
Page, you are able to make edits
o
to your submission. You can do
-
the following: ——
organzatonName ____rumgoress [ounswumoer [oesignaon |

VERTEX PHARMACEUTICALS INC 50 NORTHERN AVE, BOSTON, MA, 02210, US 602478257 Applicant

e Attach Document
. Remove Document
e Update Profile
* Delete Submission S = e M e e M = M e R

Abisola Olasupo Abisola.Olasupo@fda.hhs.gov (571) 226-6942 Applicant
* Save as Draft

L GO Ba Ck to prEVI ous page |l acknowledge that this information is final when sent to the FDA!

| Save as Draft | I Submit To FDA I | Back | | Delete Submission
Step 2. Click Submit To FDA.
Step 3. YOU W||| be direCtEd to a Drug Development Tool Submitted to FDA
confi rmati On page that dis pl ays Thank you for submitting vour Drug Development Tool.
your DDT Number for the Your DDT Mumber is 000641.
. . The submission of a project and the assignment of a program tracking number do not
PrOg ra m type yOU a I’e S melttl ng constitute acceptance into a DOT program.

for.

For technical support, contact the CDER Platform Support Team at edmsupport @fda hhs.gov.

c D E R I — I




Technical Support and Resources




CDER NextGen Portal Support & Resources

The CDER NextGen Portal (https://edm.fda.gov) has many resources for support.

Portal Announcements

Your Portal home page
contains portal
announcements so users

are always in the know. E

Technical Support
For all technical support,
contact CDER Platform
Support at
EDMSupport@fda.hhs.gov.

CDER
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Everything related to the
portal events can be found
onthe link.
On the event home page,
users canfind the “Learn
More” link to

Portal Video Tutorials

The “Video Tutorial”
contains 1-4 minute video
clips on how to complete
submissions for events
under the “Learn More”
sectiononthe portal.



https://edm.fda.gov/
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