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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
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High Level Overview of DDT Qualification Process 

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. A FQP 
submission can be submitted only after the DDT has received an “Accepted” QP.



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 for a DDT program.

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

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 LOI. 

Animal Model



Completing Letter of Intent (LOI): Animal Model  

Step 3. Enter in the Program Name.                            

There is a 100 character limit. 

Step 4.  Select the  DDT Program Type 
Animal Model. 

Note: You have the following other 
options to select from;

• Biomarker Qualification 
Program 

• Clinical Outcome Assessments 

Step 5. Click Next. 

On the Drug Development Tool 
Information pages, the submitter has the 
following options: 
• Save as Draft
• Next
• Delete Submission 

Animal Model



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

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

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

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



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

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

Step 10. Click Next. 

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

Required Prompts

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



Clinical Outcome Assessments 



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 Intent in the DDT 
Qualification Process for Clinical Outcome Assessments. 

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

Once you have logged into the Portal, you must create a new LOI for a DDT program.

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



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

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



Step 3. Enter in the Program Name.

There is a 100 character limit. 

Step 4.  Select a DDT Program Type Clinical 
Outcome Assessments. 

Note: You have the following other  options 
to select from;

• Animal Model
• Biomarker Qualification Program 

Step 5. Click Next. 

On the Drug Development Tool 
Information pages, the submitter has the 
following options: 
• Save as Draft
• Next
• Delete Submission 

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

Step 7. Provide the Disease State. 

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

There is a 250 character limit.  

Clinical Outcome Assessments 



Step 8. Select the Patient Population for the COA Request. 

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

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

Required Prompts

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

There is a 75 character limit.  



Biomarker Qualification Program (LOI and LOS)



Biomarker Qualification Program (LOI and LOS)
A biological marker or biomarker is a characteristic that is objectively measured and evaluated as an indicator 
of normal biologic processes, pathologic processes or biological responses to a therapeutic intervention. 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 logged into the Portal, you must create a new LOI for a DDT program.

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



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

Biomarker Qualification Program (LOI and LOS)
Create New LOI or LOS: Biomarker Qualification Program  



Completing LOI or LOS: Biomarker Qualification Program   

Step 3. Enter in the Program Name.

There is a 100 character limit. 

Step 4.  Select the  DDT Program Type 
Biomarker Qualification Program

Note: You have the following other options 
to select from;

• Animal Model
• Clinical Outcome Assessments

Step 5. Click Next. 

On the Drug Development Tool 
Information pages, the submitter has the 
following options: 
• Save as Draft
• Next
• Delete Submission 

Biomarker Qualification Program (LOI and LOS)



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

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

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

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

Required Prompts

Biomarker Qualification Program (LOI and LOS)
Completing New LOI or LOS: Biomarker Qualification Program   



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

Step 10. Enter the Patient Population. 

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. 



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? 

Biomarker Qualification Program (LOI and LOS)
Completing New LOI or LOS: Biomarker Qualification Program   

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. 

Biomarker Qualification Program Type 



Alternate Contact, Partner Organization and Documentation



Alternate Contact
The alternate Point of Contact is an individual 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 
Step 1. Answer the question “Does 
this application have an alternate 
contact?” 

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

Step 2. If your answer is Yes, please 
enter the following information for 
the alternate contact;

• Title
• First Name 
• Middle Name 
• Last Name 
• Email Address
• Phone Number Extension
• Working Group 

Step 3. Click Next. 

Some organizations form working groups for DDT submissions.
Working Group 



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?

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.



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. 

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.

A 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. 



Partner Organization 
This section describes how to enter a Partner Contact information.  

Partner Organization Selection  

Step 6. Click Next.

The submitter has the option to 
Remove Organization or Remove All 
Organizations selected. 



This section describes how to enter a Partner Contact information.  

Partner Contact 
Step 7. Please enter the 
following information for 
the Partner Contact;

• Title
• First Name 
• Middle Name 
• Last Name 
• Email Address
• Phone Number 

Extension
• Working Group 

Step 8. Click Next. 

Click ‘Update 
Selection”  if you want to 
update the organization 
name. This will redirect you 
to the Partner Organization 
Page. 

Partner Organization

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

Required Prompts



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.   

There is a maximum 2000 character limit. 

Step 2. Click Attach Document. 

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

Documentation 



Documentation 
Drug Development Documentation

Step 3. Select Letter of Intent or 
Letter of Support  for Document 
Type. 

Step 4. Click Choose File. 

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

The allowable formats for 
uploading a document are PDF, MS 
Word, MS Excel, SAS, MP4. The 
maximum file size upload is 45 MB 
and macros aren’t allowed. 

Step 6. (Optional) Provide a brief 
description of the document. 

There is a 300 character limit. 

Step 7. Click Confirm Attachment. 



Documentation 
Drug Development Documentation

Step 8. Confirm document was attached to the table. 

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

Step 9. Click Review Submission Information. 



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 all information in 
tabs entered then click the 
checkbox that you acknowledge 
that this information is final 
when sent to FDA. 

On the Review Summary 
Page, you are able to make edits 
to your submission. You can do 
the following:
• Attach Document 
• Remove Document 
• Update Profile 
• Delete Submission
• Save as Draft 
• Go Back to previous page 

Step 2. Click Submit To FDA. 

Step 3. You will be directed to a 
confirmation page that displays 
your DDT Number for the 
Program type you are submitting 
for. 



Technical Support and Resources  



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

Portal Announcements
Your Portal home page 
contains portal 
announcements so users 
are always in the know.

Learn More Information 
Everything related to the 
portal events can be found 
on the “Learn More” link. 
On the event home page, 
users can find the “Learn 
More” link to Reference 
Guides and FAQs. 

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

CDER NextGen Portal Support & Resources 

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

01
02
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https://edm.fda.gov/
mailto:EDMSupport@fda.hhs.gov
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