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Division of Drug Information (DDI)  
 

• DDI is CDERs 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 mission to promote and protect 
public health  

 
 



Reporting Side Effects 
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FDA MedWatch Program 

Reports IN Safety OUT MedWatch 

Reports about problems with 
medical products come IN  

to MedWatch 

Safety information about 
medical products goes OUT  

to health professionals,  
patients, and consumers 



 
Why Report? 
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Pre-Marketing Clinical Trials are limited to: 
 

• Size of the patient population studied 
 

• Narrow population – often not providing sufficient data 
on special groups 
 

• Narrow indications studied 
 

• Short duration 
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Benefits of Post-Marketing Monitoring 
The ability to study the following:  

 
• Low frequency reactions (not identified in clinical trials) 

 
• High risk groups 

 
• Long-term effects 

 
• Drug-drug / food interactions 

 
• Increased severity and / or reporting frequency of known reactions 
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Who Should Report? 
Anyone can 
report a  
serious  
problem. 

Walla Walla, WA – Pharmacist 
Sacramento, CA – Nurse 
Houston, TX  – Dentist  
Tallahassee, FL – Consumer 
Portland, ME – Physician Assistant 

FDA 
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Make a Difference 

One person can  
make a difference 
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What to Report 
Any event that: 

– Is fatal 
– Is life-threatening 
– Is permanently disabling 
– Requires / prolongs 

hospitalization 
– Causes a birth defect 
– Requires intervention to  
    prevent permanent impairment 
    or damage 
– Potential for harm / close calls 

(drugs or devices) 
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• How to Report: 
– Online  

(www.fda.gov/medwatch) 
– Download the form  

• Mail 
• Fax 1–800–332–0178 

 

• For questions about the form: 
 1–800–332–1088 



MedWatch Form 3500A 
MANDATORY Form 3500A 

• User Facilities (medical devices) 
 

• Manufacturers 
– Drugs 
– Biologics 
– Human Cell and Tissue 

Products 
– OTC Products 
– Medical Devices 
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MedWatch Form 3500 
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Patient Identifier 
 
 
Event or Problem 
 
 
Reporter 
 
 
Product 

1 

2 

3 

4 

1 

2 

3 

4 



MedWatch Form 3500B 
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• Includes 4 primary components 
• Patient 
• Product 
• Event 
• Reporter 

 
• User-friendly format for non-health 

care professionals 



Reporting Online 

14 www.fda.gov/medwatch 
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Reporting Online 
Mobile-Friendly 

www.fda.gov/medwatch/report 
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What Happens to Your MedWatch Report? 

• Report is captured in a database. 
 

• FDA safety evaluator reviews the report. 
 

• FDA safety evaluator looks for similar reports. 
 

• FDA review division may consult with manufacturer. 
 

• FDA/manufacturer conducts further epidemiological 
studies or post-market clinical trials as needed. 



How Can MedWatch Reports Result  
in Regulatory Action? 
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Market 
Withdrawal 

REMS 

PMR/PMC 
Enhanced 

Pharmacovigilance 

Dear  HCP 
Letter or DSC 

Boxed 
Warning 

Warnings 
And 

Precautions 

Adverse 
Reactions 

REGULATORY  
ACTION 



Find Drug Information 
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CDER Social Media 
Over 152,000 
subscribers 

203,000 followers 



Web Addresses: 
Drug Information Update Mailing List: 
https://service.govdelivery.com/accounts/USFDA/subscriber

/new?topic_id=USFDA_17  
MedWatch Mailing List: 
https://service.govdelivery.com/accounts/USFDA/subscriber

/new?topic_id=USFDA_46  
Twitter: Follow us:  
@FDA_Drug_Info 

Drug Safety Podcasts:  
http://www.fda.gov/DrugSafetyPodcasts 

Drug Safety Communications: 
http://www.fda.gov/DrugSafetyCommunications  
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https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_17
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_17
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_46
https://service.govdelivery.com/accounts/USFDA/subscriber/new?topic_id=USFDA_46
http://www.twitter.com/fda_drug_info
http://www.fda.gov/DrugSafetyPodcasts
http://www.fda.gov/DrugSafetyCommunications


Engage with CDER 
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• Vascepa 
 

• Sayana Press 
 

• Spinal Muscular Atrophy 
 

• Move-On petition – Narcan 
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• Duchenne Muscular 
Dystrophy – Drisapersen, 
Eteplirsen 
 

• Amyotrophic Lateral 
Sclerosis – Genervon’s 
GM604 
 

• Clozapine REMS 
 

• Country of Origin 

2015 Write-in Campaigns 
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Talk to us 
 

Division of Drug Information 
Call: 855-543-3784 
         301-796-3400 

Email: druginfo@fda.hhs.gov 
Website: www.fda.gov/aboutDDI  

mailto:druginfo@fda.hhs.gov
http://www.fda.gov/aboutDDI
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