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The most important issues facing global drug regulators are the scientific and technical factors related to a determination 
of biosimilarity or interchangeability. Biosimilar drugs are demanding and expensive to get approved, complicated and 

challenging to manufacture, and have a short shelf life. The result is that the price difference between innovator biologic drugs 
and biosimilar drugs will be far narrower than the price between brand-name chemical drugs and their generic counterparts. 
The likely modest cost difference between an innovator biologic drug and its biosimilar clone will make it economically feasible 
for the innovator company to compete with its biosimilar competition. Hence, the cost savings to public programs from 
requiring patients to use biosimilar substitutes are likely to be much lesser than the policymakers’ expectation. The European 
experience demonstrates that the market cost of a biosimilar drug is roughly 20% to 30% of the innovator price. In some 
cases, biosimilars have been developed for older biologicals, for which second-generation originator biologicals are marketed 
and have become the standard treatment, like the second-generation erythropoietins and G-CSFs. This implies that the cost-
effectiveness of the first-generation biosimilar needs to be determined relative to the second-generation originator biological. 
As a biosimilar is likely to be less expensive than the reference biopharmaceutical, the assessment of the cost-effectiveness of a 
biosimilar depends on the relative effectiveness. If appropriately designed clinical studies demonstrate equivalent effectiveness 
between a biosimilar and the comparator, then a cost-minimisation analysis needs to be carried out and the least expensive 
medicine is chosen. The improved affordability of healthcare that could result from the use of biosimilar medicines is tangible. 
By 2020, the savings through biosimilars would be more than 8 billion EUR. Biosimilar medicines can be expected to be offered 
at a price lesser than that of the reference product, as a result of production process efficiencies, reduced costs of a streamlined 
development program and as a result of competition. This price differential should lead to a significant release of healthcare 
funds. Therefore, the national governments should develop measures to stimulate the uptake of biosimilars. Such policies will 
increase access to biosimilars and contribute to major cost savings for healthcare systems.
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