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I. INTRODUCTION

Exela’s U.S. Patent No. 10,583,155 (“the *155 patent;” Ex. 1001) relates to
methods of using stable, highly pure L-cysteine compositions in parenteral
nutrition compositions to treat, primarily, preterm and underweight infants by
nourishing them during their fragile first days, weeks, or sometimes months of life.
While prior L-cysteine compositions contained up to 5,000 ppb! of toxic
aluminum, the inventive L-cysteine compositions recited in the claims contain no
more than 250 ppb of aluminum, and in certain claims even less.? Unlike prior L-
cysteine compositions which, as Eton acknowledges, had aluminum levels that

were known to increase over time,’ the aluminum and other impurity levels in the

I “ppb” is also referred to as “mcg/L” or “pg/L” (“micrograms per Liter”).

2 See, e.g., Ex. 1001 (’155 Patent) at 58:45-56 (claims 1-3), 60:15-50 (claims
27 and 28); Ex. 1005 (Sandoz Label) at 10.

3 Paper 1 at 34, 42, 51; see also Ex. 1008 (Bohrer 2001) at 1 (“[A]nalysis of
commercial formulations with and without cysteine” showed that “the
contamination is an ongoing process due to the presence of aluminium in glass
combined with the affinity of some amino acids for this element.”), 4, Table 2 and

Fig. 2.
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