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Accessing the Application 
To access CDER Direct, enter direct.fda.gov 
into IE 8 
 
First Time Users – Select Create Account; 
enter all the requested user 
and company information 
 
Activating - Once you click submit, 
you must activate your account  
within 48 hours. 
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Login Screen 

 
CDER Direct: direct.fda.gov  



4 

Creating Account 
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To activate your account: 
1. Open your email account 
2. Open the email from cderdirect@fda.gov. 
3. Click on the activation link in the email.  
4. Enter a user name and password following the 

guidelines that appear on the screen  
5. Select three security questions and enter the 

answer to each question. 
6. Click Submit.  

(If you do not receive an email, please check your Spam filters) 

 
 

 

Activating Your Account 
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Activating Your Account 
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• Username  
• eight characters including: 

• upper and lower case letters  
• numbers 
• a period or an underscore (“_”) 

• Password  
• least ten characters including:  

• an upper and a lower case letter 
• a number 
• a non-alphanumeric character   

Login Credential Requirements 
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Using the Home Page All forms that 
you have 
access to 

• Update profile 
information 

• Manage sub-
user accounts 

View all submissions 
you have access to 

 
CDER Direct: direct.fda.gov  



Where do I get more information? 

 Log on to CDER Direct: direct.fda.gov 
 Compatible with the following browsers: 

  Microsoft Edge
  Safari 10.0.1 and above
  Firefox version 28 and 

above
  Google Chrome

 Help Desk: CDERdirect@fda.hhs.gov 
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