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Agenda

• Office of Global Policy and Strategy
• Human Drug Inventory
• Site Selection Model (SSM)
• Concept of Operations (ConOps)
• Inspection Trends

www.fda.gov
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Office of Global Policy and Strategy
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• The hierarchy for this analysis tags a site that makes both FDF and API as FDF facilities and a facility that makes both application and 
non application products as an application site.

• Note:  Based on July 2019 Surveillance Catalogs and current eDRLS listings. 

• Facilities: 
~6,000 human drug manufacturing sites 
~2,000 Medical Gas (MG) manufacturers (nearly 
all in U.S.)
~4,000 Non-Medical Gas manufacturers

• 44% domestic
• 56% foreign

• Products:
120,000 unique finished dose
35,000 unique Active Pharmaceutical Ingredients

• Foreign : ~2200 Sites
• India: 476 sites
• China: 347 sites
• Rest of the World: 1455 sites
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• Facilities* are also categorized through a hierarchy of 
industry sectors:

• 20% of all facilities are listed in new and biotech drug 
applications only

• 14% of all facilities are listed in generic drug applications 
only

• 26% of all facilities are listed in both generic and new drug 
applications

• The remaining 60% of facilities are not listed in any 
applications (non-application sites including some over-
the-counter and homeopathic products)

• 60% of all facilities are listed in application products

• 40% of all facilities manufacture non-application products

* Medical Gas not included

Human Drug Inventory - Approximate Numbers

www.fda.gov
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FDA’s Domestic and Foreign Drug Inspections 
(FY2000 – FY2019)

www.fda.gov

FDASIA & 
GDUFA I

Implemented a risk-based 
approach

GDUFA II
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CDER-ORA Site Selection Model (SSM)

www.fda.gov
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Sources of Information for Quality Surveillance
• Inherent Product Risk

• Facility Type

• Patient Exposure

• Inspection History

• Time Since Last Inspection

• Hazard Signals

www.fda.gov

Fairly Static

Dynamic
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Median Years Between Drug Inspections By Risk Level 
(December 2011 – June 2019)

www.fda.gov
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Concept of Operations (ConOps)

www.fda.gov
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ConOps – Surveillance Facility Inspections

www.fda.gov
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Surveillance vs Enforcement

Enforcement – Office of 
Compliance

Severity of Adverse Signals
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% of Manufacturing Facilities with Acceptable Final Outcome
(as of August 2019)
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• Basic Quality Management Systems 
– Reactive: focused on Current Good 

Manufacturing Practice (CGMP) 
compliance

• Strong, mature Quality 
Management Systems 
– Proactive: focus on performance, 

especially outcomes that affect the 
patient 

Quality Management Maturity

www.fda.gov
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Resources

• Inspections Classification Database
https://www.accessdata.fda.gov/scripts/inspsearch/

• Drug Shortages
https://www.accessdata.fda.gov/scripts/drugshortages/Drugshortages.cfm

• Drug Recalls
https://www.fda.gov/drugs/drug-safety-and-availability/drug-recalls

• Drug Quality Sampling and Testing Programs
https://www.fda.gov/drugs/science-and-research-drugs/drug-quality-sampling-and-testing-programs

• FDA Social Media

www.fda.gov

https://www.accessdata.fda.gov/scripts/inspsearch/
https://www.accessdata.fda.gov/scripts/drugshortages/Drugshortages.cfm
https://www.fda.gov/drugs/drug-safety-and-availability/drug-recalls
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