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Enforcement Statistics 
 

Center for Drug Evaluation and Research 
FDA Foreign and Domestic Inspections
Fiscal Years 2004 - 2008
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Center for Drug Evaluation and Research
Surveillance: Import and Domestic Samples
Fiscal Years 2004 - 2008
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Center for Drug Evaluation and Research
Enforcement Activity
Fiscal Years 2004 – 2008
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NB: These data are not comparable to those reported in FY07 as  
partial seizures have been assigned to one Center. A single  
seizure may involve more than one Center's products.   

 

Center for Drug Evaluation and Research
Five-Year Total Product Recall Statistics
Fiscal Years 2004 – 2008

16

168 134
18

314

170

45

189
127

14

867

107
36

176 167

0

300

600

900

2004 2005 2006 2007 2008

Class I Class II Class III

 

 
 
 

3-41 
 


	Bioresearch Monitoring
	 Failure to review proposed research at convened meetings at which a majority of the members of the IRB were present, including at least one member whose primary concerns were in nonscientific areas (for other than expedited reviews);
	 Failure to conduct continuing review of research at intervals of not less than once per year; and 
	 Failure to determine, at the time of initial review, that studies involving children are in compliance with 21 CFR Part 50 Subpart D, "Additional Safeguards for Children in Clinical Investigations."
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