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CDER Division of Information Services 
Mission Statement 

� We advance the exchange of information 
and knowledge among our customers, 
ultimately improving public health and the 
quality of life. 



CDER’s Web Site 
www.fda.gov/cder 

� Created in 1996 
Contains approximately 98,000 
documents 
Average of 538,000 page hits per day 
Drugs@FDA search page is the #2 page 
among all FDA Web sites. 

� 

� 

� 

CDER’s Web Site 
www.fda.gov/cder 

� Original focus: regulated industry 

� Guidance documents 
 Drug approvals and other regulatory
actions 
�



CDER’s Web Site

www.fda.gov/cder


� Expanded focus - a leading 
source of drug and regulatory
information for: 
� Health professionals 
� Patients and consumers 
� International regulators 



CDER’s Web Site 
www.fda.gov/cder 

Health Professional

and Consumer Information


� The CDER Web presents information
for patients, health professionals,
and other caregivers, including: 

� Drug Safety Information

� Drug Shortages

� Oncology Tools

� Consumer Information




The Medication Errors Page 



Drug Shortages Page 

Drug Shortages: Current Drug Shortages Table 



Oncology Tools 

Oncology Tools 

� Developed by a staff pediatric 
oncologist in collaboration with Division 
of Information Services 

� Collection of FDA information that 
addresses cancer-related medical and 
regulatory issues 



Consumer Education Materials 

Consumer Education Materials 



Consumer Education Materials: Graphic versions 

Regulatory Information 
Database Searches: 
� Drugs@FDA 
� Inactive Ingredient Search 
� Postmarketing Study Commitments 
� Bioresearch Monitoring Information 

System (BMIS) 
� Clinical Investigator Inspection List 

(CLIIL) 



Regulatory Information 

� A Risk-Based Approach to 
Pharmaceutical Current Good 
Manufacturing Practices 

� Process Analytical Technology (PAT) 
� Small Business Assistance 
� Electronic Submissions and Review 
� Human Drug Advisory Committees 

Drugs@FDA 
http://www.fda.gov/cder/drugsatfda 

� A Catalog of FDA Approved Drug Products 
� Regulatory and consumer information on 

innovator and generic drug products 
� Links to labels, approval letters and reviews 
� Approval history information including action 

dates and supplement types 
� Identifies generics and other equivalents for 

innovator drugs based on therapeutic 
equivalence 

� Provides a downloadable file of Drugs@FDA 
data 

http://www.fda.gov/cder/drugsatfda


Drugs@FDA 

Drugs@FDA 



Drugs@FDA 

Drugs@FDA 



Drugs@FDA – Drug Details Page 

Drugs@FDA 

Coming Soon 
� Reports by Month: 
� All Approvals 
� All Original NDAs 
� All Original ANDAs 
� Supplements to NDAs and BLAs 
� Tentative Approvals 



Inactive Ingredient Search 

Inactive Ingredient Search 



Postmarketing Study Commitments Search 

Postmarketing Study Commitments Search 



Bioresearch Monitoring Information 
System (BMIS) Search 

� In 2005 CDER launched a version of 
the BMIS file that is searchable on the 
Web. 

� A downloadable file is also available. 

Clinical Investigator Inspection List 
(CLIIL) 

� In 2005 we added a Web search for the 
Clinical Investigator Inspection List 

� A downloadable file is also available. 



A Risk-Based Approach to 
Pharmaceutical Current Good Manufacturing Practices 

Process Analytical Technology (PAT) Initiatives 







Sample Advisory Committee Page 

Thank You! 

Please send questions or comments to: 

webmaster@fda.hhs.gov OR 

Monica Unger 
monica.unger@fda.hhs.gov 


	Web Pages and Projects at FDA’s Center for Drug Evaluation and Research (CDER)
	CDER Division of Information Services � Mission Statement
	CDER’s Web Site�www.fda.gov/cder
	CDER’s Web Site�www.fda.gov/cder
	CDER’s Web Site�www.fda.gov/cder
	Oncology Tools
	Regulatory Information
	Regulatory Information
	Drugs@FDA�http://www.fda.gov/cder/drugsatfda

