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not be exact replicas of the brand-name product, but may instead be shown to be highly similar. The Food and Drug Administration (FDA) regulates
both biologics and chemical drugs. Biologics and biosimilars frequently require special handling (such as refrigeration) and processing to avoid
contamination by microbes or other unwanted substances. Also, they are usually administered to patients via injection or infused directly into the
bloodstream. For these reasons, biologics often are referred to as specialty drugs, which can be very costly. In April 2006, the European Medicines
Agency (EMA) authorized for marketing in Europe the first biosimilar product, Omnitrope, a human growth hormone. Today a total of 35
biosimilars are EMA-authorized for the European market. The introduction of biosimilars in Europe has reduced prices for biologics by up to 33. For
one drug in Portugal, the price reduction was 61 . In contrast, the pathway to marketing biosimilars in the...
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