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Objectives 

• Discuss Vaccine safety communication principles 
 

• Understand types of FDA product risk communications 
 

• Describe legal requirements for FDA to post drug and 
vaccine safety risks 
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Principles of Vaccine Safety Communication 

• Goal of Transparency 
– FDA Transparency Initiative: part of Open Govt. 
– Transparency promotes accountability by 

providing information to the public about what 
the Government is doing 

  

• Balance Vaccine Risks and Benefits for    Individuals, Populations: 
 – Individual:  Risk of vaccine adverse event (AE) versus benefit 

of protection from disease 
– Populations: Risk of Perception of harm (i.e., lower vaccine 

coverage) versus benefit of open communication 
 

http://www.fda.gov/AboutFDA/Transparency/TransparencyInitiative/default.htm 

http ://www.whitehouse.gov/open 

http://www.fda.gov/AboutFDA/Transparency/TransparencyInitiative/default.htm
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Medical Product Safety Communications 

• MedWatch Safety Alerts 
– Timely new safety information on drugs, devices, 

vaccines and other biologics 
– Contain actionable information that may impact 

treatment and diagnostic choices 
– Archived by year 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/default.htm 
http://www.fda.gov/Drugs/ResourcesForYou/HealthProfessionals/DrugSafetyInformation/default.htm 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/default.htm
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MedWatch Safety Alerts 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm196258.htm 

• Example:  2010 Safety Alerts 
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MedWatch Safety Alerts 
• Example:  2010 Safety Alerts 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm196258.htm 
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Other Medical Product Safety Communications 

• Drug Safety 
Communications Page 
– Label Changes 
– Epidemiologic Reviews 

of drug safety 
 

http://www.fda.gov/Drugs/DrugSafety/ucm199082.htm 
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Biologics Safety and Availability Information 
• FDA/CBER posts notices about important adverse event 

reporting, recalls, shortages, and biological product deviations. 

http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/default.htm 
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Biologics Safety and Availability Information 

http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/default.htm 
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Vaccine Safety Communication Example 

http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/VaccineSafety/ucm240037.htm 
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Safety Communications Required by          
FDA Amendment Act (FDAAA) 

• Potential Signals of a Serious Risk from the 
Adverse Event Reporting System (AERS)                           
(aka Section 921) 
 

• Comprehensive 18-month safety review                      
(aka Section 915) 
 

• Post-approval Pediatric Safety Reviews for 
Pediatric Advisory Committee (PAC) 
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Potential Signals of a Serious Risk from the 
Adverse Event Reporting System (AERS) 

• FDAAA requires FDA to post potential signals of 
serious risks identified from AERS data each Quarter 
 

• Early communication; before evaluation 
– Does not mean that FDA has determined that the 

drug has the risk 
– Does not mean that FDA has determined that there is 

a causal relationship 
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Potential Signals of a Serious Risk from the 
Adverse Event Reporting System (AERS) 

• Includes signals identified 
– From AERS only, or 
– From other sources and AERS data contributed 

 
• Limited to AERS data (i.e., signals for drugs and 

therapeutic biologics), but general principles apply 
to FDA communications about vaccines 
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Sample 921 posting 



17 

Postmarketing Drug and Biologics          
Safety Evaluations (18-month Reviews) 
 

• FDAAA requires FDA to conduct a comprehensive 
safety evaluation of all new products after 18 months 
since approval and use in 10,000 patients 
 

• FDAAA requires FDA to post results of the reviews 
on the web 
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Sources of Safety information for                  
18-month Safety Reviews 



20 

Sample public posting 
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Questions? 
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