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Disclaimer 

The views and opinions expressed in the 
following PowerPoint slides are those of the 
individual presenter and should not be 
construed to represent FDA’s view or 
policies.  
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Objectives 

1. Identify FDA resources that contain information on drug 
safety issues 
 

2. Locate adverse event reporting information on FDA’s 
website 
 

3. Utilize drug information resources to stay informed on 
FDA actions, decisions and initiatives 
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U.S. Food and Drug Administration 

Office of the Commissioner 

Office of Foods 

Center for Veterinary Medicine 

Center for Food Safety & Nutrition 

Office of Medical Products & 
Tobacco 

Center for Devices & Radiological Health 

Center for Biologics Evaluation and 
Research 

Center for Drug Evaluation & Research 

Center for Tobacco Products 

Office of Global Regulatory 
Operations & Policy Office of Regulatory Affairs 

Office of Chief Scientist National Center for Toxicological Research 

Office of Women’s Health 

Office of Minority Health 4 



FDA: What We Do 

• Mission: Promote and protect public health 
 
• FDA’s primary responsibility is to protect the American 

people from unsafe or mislabeled food, drugs, and other 
medical products and to make sure consumers have 
access to accurate, science‐based information about the 
products they need and rely on every day 
 

• FDA/CDER (Center for Drug Evaluation and Research) 
ensures that safe, effective and high quality drugs are 
available for U.S. consumers 
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Division of Drug Information  
(DDI)  

• DDI is CDER’s focal point for public inquiries regarding 
human drug products 
 
 

• The mission of DDI is to optimize CDER's educational 
and communication efforts to our global community 
 
 

• We support the FDA’s mission to promote and protect 
public health  
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1. Identify FDA resources that contain information on 
drug safety issues 
 

2. Locate adverse event reporting information on FDA’s 
website 
 

3. Utilize drug information resources to stay informed on 
FDA actions, decisions and initiatives 
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FDA Databases/Resources  
• Drugs@FDA 

 
• National Drug Code (NDC) Directory 

 
• Orange Book 

 
• Purple Book  

 
• Drug Safety Labeling Changes (SLC) Database 

 
• Drug Shortages 

 
• Approved Risk Evaluation and Mitigation Strategies (REMS) 

 
• Drug Safety Communications 

 
• MedWatch 
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CDER Home Page:  
Where to Find Resources 
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Drugs@FDA 
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LAMOTRIGINE  
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National Drug 
Code (NDC) 

Directory  
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Orange Book 
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Biosimilars 

The Purple Book includes : 
 
•A list of biological products, including any biosimilar 
and interchangeable biological products 
 

•The date a biological product was licensed and 
whether FDA evaluated the biological product for 
reference product exclusivity  
 

•Indicates whether a biological product has been 
determined by the FDA to be biosimilar to or 
interchangeable with a reference biological product 
 

•Biosimilar and interchangeable biological products 
licensed will be listed under the reference product to 
which biosimilarity or interchangeability was 
demonstrated 
 

•Separate lists for those biological products regulated 
by the Center for Drug Evaluation and Research 
(CDER) and the Center for Biologics Evaluation and 
Research (CBER) 
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Purple Book 
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Drug Shortages 
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Drug Shortages Mobile App 
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Drug Shortage Data 
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Responding to Drug Shortages 
• Regulatory Discretion 

• Allows for manufacture of medically necessary products to continue 
• May require additional safety controls 

• Filters with product; extra testing at plant; 3rd party oversight of 
production; special instructions for safe use 

 

• Request other firms to raise production 
 

• Expedite reviews  
• New manufacturing sites, longer expiry date, new raw material 

source, changes in specifications, etc. 
 

• In rare cases, temporary importation from unapproved 
sources 

38 



39 



Drug Recalls 
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Recalls 
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Enforcement Reports 

42 



Enforcement Reports 

• All recalls go into 
FDA's 
Enforcement 
Report once they 
are classified 
according to the 
level of hazard 
involved 
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safety issues 
 

2. Locate adverse event reporting information on 
FDA’s website 
 

3. Utilize drug information resources to stay informed on 
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MedWatch 

Report:  
• Adverse events  
• Product problems  
• Product use errors 
 
Forms: 
Voluntary 
• Form FDA 3500 
• Form FDA 3500B 
 
Mandatory  
• Form FDA 3500A 
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Drug Safety Communications  
(DSC) 

CDER’s primary tool for 
communicating important new 
and emerging safety information 
to the public 
 
• New drug warnings 
• Drug label changes  
• Other safety information 
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September 2017: FDA warns about serious liver injury with 
Ocaliva (obeticholic acid) for rare chronic liver disease  

September 2017: FDA urges caution about withholding 
opioid addiction medications from patients taking 
benzodiazepines or CNS depressants: careful medication 
management can reduce risks 
September 2017: FDA recommends separating dosing of 
potassium-lowering drug sodium polystyrene sulfonate 
(Kayexalate) from all other oral drugs  
May 2017: FDA identifies no harmful effects to date with 
brain retention of gadolinium-based contrast agents for 
MRIs; review to continue 
 

Drug Safety Communications 
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Medication Errors 

Division of Medication Error 
Prevention and Analysis (DMEPA) 
reviews: 
 
• Medication error reports on  

marketed human drugs including 
prescription drugs, generic drugs, 
and OTC drugs 
 

• MedWatch Reports 
 

• Proprietary names, labeling, 
packaging, and product design prior 
to drug approval to help prevent 
medication errors 
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Objectives 

1. Identify FDA resources that contain information on drug 
safety issues 
 

2. Locate adverse event reporting information on FDA’s 
website 
 

3. Utilize drug information resources to stay informed 
on FDA actions, decisions and initiatives 
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Labeling Initiatives 
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Approved Risk Evaluation and Mitigation 
Strategies (REMS) 
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Get email alerts when 
the site changes Download 

historic REMS 
data in CSV 

format 

Search by REMS, drug 
name, and element 

Sort to find the most 
recently updated 

REMS 

Click for more 
detailed info on 

each REMS 
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REMS: Information for Participants 

Go to application 
holder’s REMS 

website 

View requirements for 
each participant 
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REMS: Information for HCPs  

Find out what you 
have to do, and when 
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Medication Guides 

• Prevent serious adverse 
effects 
 

• Assist with informed patient 
decision making 
 

• Information for patient 
adherence to directions for 
use of a product 
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• Provides 
approved 
safety 
labeling 
changes 
from January 
2016 forward  
 

• Data prior to 
January 
2016 will 
continue to 
be available 
on the 
MedWatch 
website 
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SLC Database Search 
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Stay Informed 

67 PRESS “MedGuides” 

“Webinars” 

• Mass Media 
• Stakeholder Briefings 
• Consumer, Trade, 

Professional Groups 
• Medical Journals 

 

• Facebook 
•Twitter 
• LinkedIn 
•Podcasts 
•Webinars 
•Mobile Apps 
•YouTube 
• iTunes 

Social Media 

•Drug Safety Communications 
• FDA Listserves 
•MedWatch Alerts 
• Safety Labeling Changes (SLCs) 

FDA.gov 

External 
Outreach 

http://www.google.com/imgres?imgurl=http://influentialcampaigns.com/wp-content/uploads/2011/05/FacebookIcon.png&imgrefurl=http://influentialcampaigns.com/http:/influentialcampaigns.com/blog/addressing-concerns-about-political-disclaimers-in-facebook-ads/attachment/facebookicon/&usg=__OJ3a7BRlR8nKQOYTg_7oRR4q9gk=&h=1206&w=1206&sz=20&hl=en&start=7&sig2=NlSfBmTMs3V6bueNSabN1g&zoom=1&tbnid=JTIpr-j2SJGt-M:&tbnh=150&tbnw=150&ei=9z9VTtHpLaPd0QGcxuW7Ag&prev=/search?q=facebook+icon&um=1&hl=en&safe=active&sa=N&rls=com.microsoft:*&tbm=isch&um=1&itbs=1


Stay Informed 

• Links to social media, webinars, and much more!  

www.fda.gov/AboutDDI  
 

• Sign up for email updates: 
www.fda.gov/aboutfda/contactfda/stayinformed/getemailupdates/default
.htm  

• Pharmacy Student Experiential Program: 
www.fda.gov/PharmStudentProgram  

• Regulatory Pharmacist Fellowship Program: 
www.fda.gov/RegPharmFellowship    

• Global Alliance of Drug Information Specialists (GADIS) 
www.fda.gov/GADIS 
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http://www.fda.gov/AboutDDI
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http://www.fda.gov/PharmStudentProgram
http://www.fda.gov/RegPharmFellowship
http://www.fda.gov/GADIS


Thank you 
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QUESTIONS? 

 
Contact DDI: 

Phone: 855-543-3784 or 301-796-3400  
Email: druginfo@fda.hhs.gov  
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