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. Introduction

1. | have been retained by counsel for Patent Owner Bausch Health Ireland
Limited (“Bausch”)! as an expert in connection with the above-captioned inter
partes review proceeding.

2. I understand that Petitioner Mylan Pharmaceuticals Inc.’s (“Mylan”)
has asserted that claims 1-6 of U.S. Patent No. 7,041,786 (Ex. 1001 (“the 786
patent”))? would have been obvious and that the Patent Trial and Appeal Board
(“Board”) has instituted inter partes review of claims 1-6 of the *786 patent based
on four grounds of unpatentability.

3. | have been asked to provide information regarding the state of the art
as of January 17, 2002. In particular, I have been asked to provide information about
the gastrointestinal (“GI”) tract; constipation, including chronic idiopathic
constipation (“CIC”) and irritable bowel syndrome with constipation (“IBS-C”); and

guanylate cyclase C (“GCC”) receptors and ligands.

! T understand that Bausch acquired the *786 patent from Synergy Pharmaceuticals,
Inc. In my declaration, | use Bausch to also refer to Synergy Pharmaceuticals, Inc.

2 U.S. Patent No. 7,041,786, titled “Guanylate Cyclase Receptor Agonist for the
Treatment of Tissue inflammation and Carcinogenesis” (Ex. 1001 (“the 786

patent”)).
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4. | have also been asked to provide my opinions regarding the activity of
plecanatide versus the activity of human uroguanylin.

Il.  Qualifications and Experience

5. My qualifications and experience are reflected in my curriculum vitae,
attached as Exhibit 2030° and incorporated herein by reference. Also included in my
curriculum vitae is a list of publications that | have authored to date.

6. | am a clinical pharmacologist, physician, and biomedical scientist with
over 30 years of experience with GCC and gastrointestinal disorders, including CIC
and IBS-C. For example, | have presented on CIC and IBS-C. I have also published
peer-reviewed journal articles that discuss chronic constipation, including:
Bharucha, A.E. et al., Taking a lesson from microbial diarrheagenesis in the
management of chronic constipation. Gastroenterology 138(3):813-7 (2010);
Waldman, S.A., et al., Blunted evoked prouroguanylin endocrine secretion in
chronic constipation. Clin Trans Gastroenterol. 00:e-00016 (2019); Sayuk, G.S., et
al., Mechanisms of action of current treatment options for chronic idiopathic
constipation and irritable bowel syndrome with constipation. Am. J. Gastro. 117:S6-

S13 (2022); Brenner, D.M., et al. Real-world treatment strategies to improve

3 Scott Arthur Waldman, MD, PhD, FCP, FAHA, FNAI, FASPET Curriculum Vitae

(Ex. 2030).
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outcomes in patients with chronic idiopathic constipation and irritable bowel
syndrome with constipation. Am. J. Gastro. 117:521-S26 (2022).

7. | am currently Chair of the Department of Pharmacology, Physiology
and Cancer Biology at Thomas Jefferson University. | am also the MD/PhD Program
Director and the Samuel M.V. Hamilton Professor of Medicine at Thomas Jefferson
University.

8. My research focuses on GCC, GCC agonists, cyclic guanosine
monophosphate (“cGMP”), and their therapeutic implications. In 2021, | ranked
among the top 30 most cited authors in cell signaling per Google Scholar and among
the top 0.01% (top 50) of authors in Translational Medicine per Expertscape.

Q. | received a B.S. in Biology from State University of New York at
Albany in 1975, followed by a Ph.D. in Human Anatomy from Thomas Jefferson
University in 1980, where | worked at the Daniel Baugh Institute of Anatomy. |
completed postdoctoral fellowships in pharmacology at the University of Virginia
in 1981 and at Stanford University in 1983. | then attended medical school and
graduated with an M.D. from Stanford University in 1987. | completed my
internship (1987-1988) and clinical residency (1988-1990) in the department of

medicine at the Stanford University Hospital.

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




