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– AI Summary 

      Core Findings 

• The FDA rarely tests generic drugs for quality, despite generics making up ~90% of U.S. 

prescriptions. 

• The agency relies heavily on manufacturers—often overseas—to test their own products and report 

issues. 

• Independent labs, universities, doctors, and even the Department of Defense have raised alarms 

about contaminants, inconsistent dosages, and poor manufacturing practices. 

• ProPublica conducted its own testing of 11 samples across three widely used generics: 

o Bupropion XL (antidepressant) 

o Metoprolol succinate (heart medication) 

o Atorvastatin (cholesterol drug) 

• Two samples failed key quality indicators, dissolving significantly slower than brand-name 

equivalents—potentially reducing therapeutic effect. 

       Why This Matters 

• Slow-dissolving bupropion can worsen depression symptoms and increase suicide risk. 

• Slow-dissolving metoprolol can endanger patients with heart failure or prior heart attacks. 

• Doctors report patients losing symptom control without realizing the medication is the cause. 

              Manufacturing & Oversight Problems 

• Many generics come from factories in India and China, where FDA inspections have repeatedly 

found: 

o Manipulated test results 

o Contamination (fungus, bacteria, metal particles) 

o Poor quality controls 

• Even when factories are banned from shipping drugs to the U.S., the FDA sometimes exempts 

specific medications to avoid shortages. 

    FDA Testing Gaps 

• From 2018–2024, the FDA tested: 

o Only 2 samples of metoprolol 

o Only 7 samples of bupropion 

• Some years saw no testing at all. 

• Former FDA officials say the agency lacks resources and may fear undermining public trust in 

generics. 

      Independent Testing Efforts 

• University of Kentucky screens every injectable drug entering its hospital; ~10% fail initial checks. 

• Department of Defense is testing 40+ essential drugs for service members; early results show 10–

15% high-risk. 

• Valisure, the independent lab working with ProPublica and the DOD, found multiple generics with: 

o Incorrect dissolution rates 

o Contaminants 

o Incorrect dosages 

        Broader Implications 

• Patients and doctors often don’t know which generics are reliable. 

• Lack of routine testing means bad batches can reach pharmacies undetected. 

• Experts argue for a large-scale, transparent testing program to restore trust and improve quality. 


