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PROTECTING DIFFERENT SOLID STATE FORMS OF DRUGS

Michal Hackmey, Patent Attorney
Luzzatto & Luzzatto, Patent Attorneys, Israel

Pharmaceutical products are built on solid forms. Solid drugs can present in different solid state phases, amorphous and crystalline, polymorphs, solvates and hydrates. The physicochemical properties of solid state drugs are critical factors, studied early in the development of a drug. Each solid phase has different properties which can affect, inter alia, stability, bioavailability and bioequivalence, detrimental factors for good and efficient drugs.

What are the criteria for viewing different crystalline forms as novel compositions of matter, which would enable patenting them? What novel properties are regarded as unexpected, to overcome obviousness and establish inventive step? How many different forms of a single compound can be patented?

To answer these questions, some of the patentability criteria in different jurisdictions, particularly the US and the Europe will be reviewed, together with developments in case law.









