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134. In addition, host cells of the asserted process claims all specify the use of “mammalian
host cells” or “vertebrate cells” for the production of a “glycosylated erythropoietin polypeptide”
or “erythropoietin.” It is possible to use non-mammalian, non-vertebrate host cells to produce
the products of the claimed process, however. For example, Hamilton ez al. describe the creation
of yeast cells that express and secrete glycoproteins having human-like glycosylation patterns.'”
These yeast cells could be transformed or transfected with a DNA sequence encoding human
erythropoietin to produce a glycosylated erythropoietin polypeptide according to the claims.
Importantly, these cells were capable of expressing and secreting a polypeptide with terminal

sialic acids intact.'” In fact, using human erythropoietin as an example of “heavily glycosylated

175 Hamilton, S.R., et al. (2006) Science, 313: 1441-43.
16 14 The authors refer to this last step as the “the most complex step of human N-glycosylation.”
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protein,” the authors showed that biologically active human erythropoietin could be expressed in
yeast cells.!”” These results demonstrate commercial viability because the work was done with
several authors affiliated with Glyco-Fi, Inc. a biotechnology company now a wholly-owned
subsidiary of Merck. Because yeast cells are neither vertebrate nor mammalian and, the

limitations of the claimed process would not be met and would not infringe.

177 I1d.

31469901.D0C 66




