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GLOBAL REGULATIONS AND ANALYTICAL CHEMISTRY

Karen S Ginsbury, B.Pharm, M.Sc., MRPharmS

President & CEO, PCI Pharmaceutical Consulting Israel, Ltd., Petach Tikvah, Israel
pcikaren@netvision.net.il
The recent global heparin recall, by the multinational manufacturer, Baxter resulted from (deliberate) contamination with over-sulfated chondroitin that was undetectable by the QC identity tests in use at the time.  Regulators, heavily censured by politicians for their failure to prevent the disaster, have placed integrity of starting materials at the top of their agenda.  In a global environment where counterfeit drugs are predicted to constitute 10% of the global supply by 2010 aggressive diversionery measures are needed.  Analytical chemistry will be one of the tools of the future in minimizing counterfeit and substandard pharmaceuticals by increasing the sensitivity of detection methods for incoming substances, both active and inactive.  NMR was the instrument that revealed the presence of chondroitin.  This presentation will examine means by which companies can use “designer” analytical methods in their analytical R&D laboratories to build in safeguards for their products, minimizing their exposure to rogue suppliers looking to make a fast buck.  The presentation will also discuss new regulations that can be expected in this field within the coming years.
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