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l. INTRODUCTION

In this petition for Inter Partes Review, Lupin Ltd. and Lupin
Pharmaceuticals Inc. seek cancellation of claims 1-6 and 13-15 of U.S. Patent No.
8,852,636 (“the ’636 patent”). The challenged claims are directed to a
naproxen/esomeprazole combination tablet wherein the esomeprazole is not enteric
coated and the naproxen is enteric coated so that esomeprazole is immediate
release and naproxen is not released until a particular pH of the surrounding
medium is reached. Lupin and the patent owner dispute only one aspect of the
challenged claims because of the following incontrovertible facts.

Naproxen and esomeprazole are drugs that, as of the time of the alleged
invention, were well-known and widely described in the prior art. Naproxen is a
well-known nonsteroidal anti-inflammatory drug (“NSAID”), a class of drugs
known to treat pain. Esomeprazole was known to be in the class of drugs called
proton pump inhibitors (“PPIs™), which raise the pH of the stomach to treat and
protect against gastric injury caused by NSAIDs such as naproxen. The prior art
disclosed their use in combination as it was a straightforward and obvious choice
for a person of ordinary skill in the art (“POSA”) to combine these two drugs in a
single tablet. Enteric coated naproxen was a standard treatment and well-known
from the prior art. Likewise, as admitted by the ‘636 patent itself, the methods to

make a tablet with an enteric coated drug combined with a non-enteric coated drug
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