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MELAMINE CONTAMINATION: THE FRAUD AND THE NEW FDA GUIDANCE – THE ANALYTICAL PERSPECTIVE 
Bianca Avramovitch, Ph.D.

TEVA Pharmaceutical Industries LTD , Israel, POB 1142, Jerusalem 91010
e-mail: bianca.avramovitch@teva.co.il
The World Health Organization (WHO) published that in November 2008 the report issued by Chinese Ministry of Health mentioned that 294 000 infants have been affected by melamine-contaminated infant formula. More than 50 000 were hospitalized and six deaths have been confirmed. This followed a number of events related to melamine and its related structures contamination of foods and drugs. For example, in US, in March 2007, melamine was found in wheat gluten exports from China for use in pet food, prompting a recall of at least 100 pet food brands. 

The immediate regulatory response (August 2009) was to issue the present FDA guidance on "Pharmaceutical Components at Risk for Melamine Contamination"

Melamine fraud was possible due to the use of a non-specific method in protein content in these products. A high reading of protein content by nitrogen determination does not assure the quality of the product. Due to the lack of specificity of the existing method and due to the low limits required by the new specifications given by the regulatory offices, the melamine and its related compounds analyses in complex matrixes should be performed by other means. Hyphenated methods of which have to deal with sample preparation and stability, accuracy at low detection and quantitation limits and still reliable and simple were and are being developed. 
The presentation will highlight regulatory aspects and the analytical solutions proposed. 
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