Heparin Contamination - 19 Lives Lost
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Heparin, which is widely used as an anticoagulant (blood thinner) has been in the news lately
and the news is scary. 19 people have died, and 785 have experienced adverse reactions due FDA inspected
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reactions, it also has the potential to cause serious harm by detected contamination
negatively affecting the blood thinning properties of Heparin.
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The question that the FDA is attempting to answer as they perform their root cause analysis is: How did the chondroitin sulfate get AND/OR
into the raw ingredients for heparin? Te problem here is two-fold: the chondroitin sulfate was put in to the heparin, and it went
undetected. Itwas undetected because both testing and plant inspections were ineffective. Testing was ineffective because the form Shortage of
of sulfate used sulfate) mimics heparin and can only be distinguished by sophisticated magnetic raw AND
resonance imaging (MRI) testing, which is not commonly used.  Inspections were ineffective for many reasons. First, the FDA did not ingredients
inspect the plant in question before approving the heparin for sale, which is against FDA policy. Then, when the FDA later went to

inspect the plant in China, it inspected the wrong plant, for reasons that are unclear. In general, FDA inspections of foreign plants are
few and far between (most estimates are once every 13 years - the FDA has refused comment) However, the FDA has admitted to
having a massive shortage of funding and inspectors to do their job, which has expanded greatly as more and more drugs are being
manufactured outside the USA. A recent GAO report raised serious concerns about the FDA's ability to properly regulate foreign-
manufactured drugs. In addition to the botched FDA inspections, concerns raised by an earlier inspection by Baxter (the company
manufacturing the heparin) appear to have not been addressed. L
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Now, why was the chondroitin sufate added? It was either added intentionally, or accidentally. Because of the difficulty
differentiating between chondroitin sulfate and heparin, its possible that it was added accidentally. Ifitwas added intentionally, it was
likely to attempt to save money, as heparin ingredients have been increasing in cost due to the pig disease in China. Chondroitin
sulfate s a cheap substitte. This is i line with other Chinese contamination issues, such as the dog & cat food contaminaion and Athorough root cause analysis built as a Cause Map can capture all of the causes in a simple, intitive format that fits on one page.
another case invohing cold medicine in Panama. In both these cases a cheap (and dangerous) substitute was added to the product

toincrease the apparent yield. As the FDA uncovers more information, we can expand our cause map.
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