
FDA Enforcement Statistics 
Summary 

Fiscal Year 2016 

Enforcement Type FY16 Summary Numbers 

Seizures 4 

Injunctions  17 

Warning Letters 14590 

Recall Events 2847 

Recalled Products 8305 

Drug Product Debarments 1 

Food Importation Debarments 0 
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FDA Seizures 
Fiscal Years 2011 – 2016 
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Injunctions by FDA Center 
Fiscal Year 2016 

3 

13 

1 

0

5

10

15

CDRH CDER CFSAN CBER CVM CTP



16 
17 19 

10 

21 

17 

0

5

10

15

20

25

2011 2012 2013 2014 2015 2016

FDA Injunctions  
Fiscal Years 2011 – 2016 



Warning Letters by FDA Center 
Fiscal Year 2016 
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FDA Warning Letters 
Fiscal Years 2011 – 2016 

1720 

4882 
6760 8690 

17232 

14590 

0

5,000

10,000

15,000

20,000

2011 2012 2013 2014 2015 2016



Total Recall Events by FDA Center 
Fiscal Year 2016 
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Total Recalled Products by FDA Center 
Fiscal Year 2016 

2898 

1550 

2566 

781 
510 

0

1000

2000

3000

4000

CDRH CDER CFSAN CBER CVM CTP

Class I, II and III 



Recalled Products – All FDA Centers 
Fiscal Years 2011 – 2016 
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Recalls By FDA Center - All Classes  
Fiscal Year 2016 
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Recalls – Class I By FDA Center 
 Fiscal Year 2016 
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Recalls - Class II By FDA Center  
 Fiscal Year 2016 
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Recalls - Class III By FDA Center  
Fiscal Year 2016 
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