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Hatch-
Waxman
SERIES

ACI’s

PARAGRAPH IV 
DISPUTES

14th Annual

August 20–21, 2020
Sheraton New York Times Square Hotel, NY

Attend Virtually via Livestreaming Available

EARN CLE/ETHICS/DIVERSITY 
CREDITS

Expert Strategies for Brand Names and Generics

New Features for 2020:
 Angle-Right Exclusive Keynotes
 Angle-Right In-Depth Focused Sessions
 Angle-Right Extended Networking Opportunities  

Co-Chairs
Brian Anderson
Formerly Vice President & Assistant  
General Counsel, IP Litigation  
Allergan

“ The ACI PIV conference is the “must attend” 
conference for any Hatch-Waxman practitioner.  
No other conference provides the opportunity 
to hear from and network with the top in-
house representatives and leading law firms 
representing companies on both sides of the 
“v.” This conference annually delivers lively 
discussion and debate with thought leaders  
on up-to-the-minute trends and hot-button 
issues in this specialized practice area.”

Pearl T. L. Siew
Senior Vice President and Head, 
Intellectual Property 
Eagle Pharmaceuticals, Inc. 

“ I’m very excited about ACI PIV 2020. This 
conference brings together many of the top 
contributors in Paragraph IV litigation, from 
in-house and outside counsel to Patent Office, 
District Court, and Federal Circuit Judges.  
It’s an excellent opportunity to exchange ideas 
and shape strategies in larger groups and 
smaller break-out sessions.”

Members of the Judiciary
UNITED STATES DISTRICT COURT

Honorable Mitchell S. 
Goldberg
District Judge
District of Eastern 
Pennsylvania

Honorable Christopher 
J. Burke
Magistrate Judge
District of Delaware

Honorable Tonianne J. 
Bongiovanni
Magistrate Judge
District of New Jersey

Honorable Roy Payne
Magistrate Judge
Eastern District of 
Texas

USPTO'S PATENT TRIAL AND APPEAL BOARD (PTAB)

Honorable Jacqueline 
Wright Bonilla
Vice Chief, Administrative 
Patent Judge

Honorable Michelle N. 
Ankenbrand
Lead Administrative 
Patent Judge

Honorable Rama G. 
Elluru
Administrative Patent 
Judge

Government Representatives from Key Agencies
Markus J. Meier
Assistant Director, 
Health Care Division, 
Bureau of Competition
U.S. Federal Trade 
Commission

Grail Sipes
Deputy Center Director 
for Regulatory Policy, 
CDER
U.S. Food & Drug 
Administration

Maryll Toufanian 
(invited) 
Drug Policy, CDER
U.S. Food & Drug 
Administration

http://www.AmericanConference.com/PIVDisputes


2     Join the Conversation           @ACI_Pharma  #ACIPIV  #HatchWaxman  |    ACI's Hatch Waxman Series

Attend the Only Forum which 
Shapes the Law, Policy, and 
Proceedings of Paragraph IV 
LitigationDear Colleague:

As the co-chairs of American Conference Institute’s 14th Annual Paragraph 
IV Disputes conference, we invite you to join us for invaluable professional 
development opportunities, meaningful networking, and vital “take aways”  
for legal strategies and cost-analysis for every aspect of this complex form  
of litigation.

The Hatch-Waxman Act created a pathway for generic drugs to enter the market, 
while also establishing rules of engagement for brands to enforce patents. ACI’s 
flagship Paragraph IV Disputes conference created a collegial environment  
for the most active brand and generic companies in the industry to exchange 
ideas and find camaraderie.   

Each spring since 2006, when the inaugural conference was launched, 
pharmaceutical patent practitioners from throughout the country and across the 
globe attend the conference to get caught up on legal developments, learn how 
their peers (and opponents) are navigating the ever-changing Hatch-Waxman 
landscape, and often times, settle their disputes.  

This unique dynamic epitomizes not only the importance of the academic content 
and legal theory presented, but the contending business acuities as well.

After considering attendee feedback from 2019 and studying key developments 
impacting both brands and generics, the 2020 agenda incorporates new and 
innovative approaches to become more agile, ask burning questions, benchmark 
and grow your network.  

With reports of reform of the generic drug framework in the offing, ACI’s highly 
anticipated Paragraph IV Disputes will provide stakeholders with updates 
and insights on the section 101 situation, the shifting regulatory landscape 
and the Trump Administration’s efforts to drive down drug prices, multiple 
bills impacting Paragraph IV practice, and analyses of the most important 
decisions rendered during the past year that reflect the ever-evolving law on 
topics including venue, standing to appeal decisions from the PTAB, reasonable 
expectation of success, and induced infringement.

As such, and as the industry prepares to address the fallout of global 
pharmaceutical patent losses of billions of dollars and the impact of evolving law, 
regulation and policy impacting the Hatch-Waxman landscape, the time for this 
conference has never been more relevant.

We hope that you and your colleagues will join us for yet another productive 
conference! 

Sincerely,

Brian Anderson
Formerly Vice President & Assistant  
General Counsel, IP Litigation  
Allergan

Pearl T. L. Siew
Senior Vice President and Head, 
Intellectual Property 
Eagle Pharmaceuticals, Inc.

In-house attendees comprised of 
senior counsel, C-suite executives, 
and decision makers:

 53%  Senior Counsel titles including: 
General Counsel, Corporate Counsel,  
IP Litigation Counsel 

 37%  C-Suite Executives, Directors, VPs

 10%  Senior Managers, Others

GENERIC

BRAND

+ Network with 
Pharmaceutical IP  
Decision Makers

Numerous representatives from the  
 TOP 50  brand name and generic  
drug companies* have attended ACI's 
conference on Paragraph IV Disputes 
since its inception in 2006.

* Source: pharmexec.com –  
PharmExec's Top 50 Companies 2019

Benchmark with Your Peers 
in the Global Markets

Canada

China

India

Israel

Japan

South Korea

United Kingdom

and many more.

3500+ attendees from the  
United States, in addition to the 
following countries since 2006:

Can’t Join Us in-Person?
If you are unable to attend this important conference in-person, register to the 
Livestream option which will allow you attend virtually from anywhere.

For more information, visit: AmericanConference.com/PIVDisputes/Livestream

http://www.AmericanConference.com/PIVDisputes/Livestream
http://www.AmericanConference.com/Food-Law/Livestream
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MEDIA PARTNERS

“ This is the best high-level conference on Paragraph IV disputes. There are no basics here. It’s 
in-depth level material for experienced practitioners familiar with the nuances of Hatch-Waxman 
regulatory and litigation practice. The presenters and attendees are all the people who litigate for 
or work directly for the most active brand and generic companies in the industry. There is no better 
conference for meeting your counterparts…and opponents. ”
Guy Donatiello, Senior Vice President, Intellectual Property, Endo Pharmaceuticals Inc.

COMMENT-DOTS

SUPPORTING SPONSORS

THANK YOU TO OUR SPONSORS AND PARTNERS

ASSOCIATE SPONSORS

With conferences in the United States, Europe, Asia Pacific, and Latin America, the C5 Group of Companies: 
American Conference Institute, The Canadian Institute, and C5 Group, provides a diverse portfolio of conferences, 
events and roundtables devoted to providing business intelligence to senior decision makers responding to 
challenges around the world.

Don’t miss the opportunity to maximize participation or showcase your organization’s services and talent. For 
more information please contact us at: SponsorInfo@AmericanConference.com

Handshake
Global Sponsorship 
Opportunities

LANYARD SPONSOR SPONSORED BYCOCKTAIL RECEPTION SPONSOR

http://www.AmericanConference.com/PIVDisputes
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EMERITUS MEMBERS:
Stephen R. Auten
Partner, Chair of 
Pharmaceutical & Life 
Sciences Litigation
Taft Stettinius & Hollister 
LLP (Chicago, IL)
Former Vice President, IP,  
Sandoz, Inc. 

George W. Johnston
Counsel
Gibbons P.C.  
(Newark, NJ)
Former Vice President  
& Chief Patent Counsel, 
Hoffmann-La Roche

David H. Silverstein,  
M.S., J.D.
Partner
Axinn, Veltrop & Harkrider 
LLP (New York, NY)
Former Senior Director, 
Intellectual Property,  
Par Pharmaceutical, Inc.

Meg Snowden
Shareholder
Margaret M. Snowden, P.C. 
(Hayward, CA)
Former VP, IP,  
Impax Laboratories

Shashank Upadhye
Partner
Upadhye Cwik LLP 
(Chicago, IL)
Former Vice President – 
Global Intellectual Property, 
Apotex, Inc.

ADVISORY BOARD AND EMERITUS MEMBERS
ACI’S HATCH-WAXMAN SERIES ADVISORY BOARD:
Brian Anderson 
Formerly Vice President & 
Assistant, General Counsel,  
IP Litigation
Allergan (Madison, NJ)

Adam Chiss
Division Counsel, IP Litigation
AbbVie (Chicago, IL)

Debra Condino
Vice President,  
Intellectual Property
Sienna Biopharmaceuticals  
(Westlake Village, CA)

Ryan M. Daniel
Chief Patent Counsel
Fresenius Kabi USA, LLC  
(Lake Zurich, IL)

Stephanie Donahue 
Senior Director,  
Patent Litigation
Sanofi (Bridgewater, NJ)

Guy Donatiello
Senior Vice President, 
Intellectual Property
Endo Pharmaceuticals 
(Malvern, PA)

Rekha Hanu, Ph.D, J.D
Executive Director,  
Chief IP Counsel
Akorn Pharmaceuticals  
(Lake Forest, IL)

Andrea Hutchison
Senior Associate General 
Counsel
Gilead Sciences  
(Foster City, CA)

Brian Hirsch
Vice President Global IP and  
Legal Head North America
Glenmark Pharmaceuticals  
(Mahwah, NJ)

Staci Julie
SVP and Chief IP Counsel
Teva Pharmaceuticals 
(Horsham, PA)

James Kellerman
Vice President,  
Intellectual Property
Astellas Pharma US, Inc. 
(Northbrook, IL)

James P. Leeds
Assistant General Patent 
Counsel
Eli Lilly & Company 
(Indianapolis, IN)

Josephine Liu, Ph.D., J.D.
Head, US IP Litigation
Sandoz Inc. (Princeton, NJ)

Jennifer Grant Moitoso 
Vice President,  
Regional Head of IP
Takeda (Lexington, MA)

Mary Morry
Counsel
Merck & Company  
(Rahway, NJ)

Jeffrey N. Myers, Ph.D.
Vice President & Assistant 
General Counsel
Pfizer Inc. (New York, NY)

Mark Rachlin
Senior Patent Counsel – 
Litigation
GlaxoSmithKline  
(King of Prussia, PA)

Pearl T. L. Siew
Senior Vice President and  
Head Intellectual Property
Eagle Pharmaceuticals, Inc.  
(Woodcliff Lake, NJ)

Brian Stone
Vice President Assistant 
Global General Counsel 
Regulatory
Mylan (Washington, DC)

Lars Taavola
Senior Patent Counsel 
Amneal Pharmaceuticals 
(Bridgewater, NJ)

Peter Waibel
Head, US Patent Litigation
Novartis Pharmaceuticals 
Corporation  
(East Hanover, NJ)

AGENDA-AT-A-GLANCE
Main Conference Day One
Thursday, August 20, 2020
7:00  Breakfast & Registration
Closed Door Executive Breakfast with  
ACI’S Hatch-Waxman Series Advisory Board
(Limited to 25 Attendees – Application Required for Attendance)

8:00  Co-Chairs’ Opening Remarks

8:15  PARAGRAPH IV STATE OF THE UNION
Strategic Legal and Economic Guidance in View  
of Regulatory and Jurisprudential Developments

9:00  The Continuing §101 Saga: Seeking Clarity  
from the PTO and the Courts on Patent Subject  
Matter Eligibility

10:00  Extended Networking Coffee Break

10:25  Special Remarks TBA

11:10  Assessing the Limitations and Prospects  
of Obviousness-Type Double Patenting

12:10  Networking Luncheon

1:10  THE DOCTRINE OF EQUIVALENTS
Analyzing the Effects of Recent Federal Circuit 
Decisions on Litigation Strategies

2:10  Extended Afternoon Networking Break

DAY ONE AFTERNOON TRACKS

TRACK A  The Solution 
Room with ACI’s Hatch-
Waxman Series Advisory 
Board Members
2:40  Monitoring Legal Spend 
and Balancing the Paragraph 
IV Litigation Budget
3:30  Effectively Managing 
Global Pharmaceutical  
Patent Litigation

4:10  Practical Strategies 
and Tactics for Effective 
Settlement Negotiation

TRACK B  Litigation War 
Room: The Practice of 
Paragraph IV with The 
Magistrate Judges
2:40  Understanding and 
Harnessing the Nuances  
of Local Rules
3:30  Evaluating the  
Effectiveness of  
Summary Judgment  
in Different Venues

4:10  Appreciating the  
Magistrate Judge’s Role  
in Settlement Discussions

5:00  Focus on the PTAB
PART I  A Matter of Constitutionality: The PTAB 
Appointment Clause and the Increased Responsibility 
of AIA Trials
PART II  The APJs Speak on Practice, Policy and Procedure
6:00  Cocktail Reception  
          Sponsored by:

Main Conference Day Two
Friday, August 21, 2020
7:00  Breakfast & Registration
8:00  Co-Chairs’ Opening Remarks
8:15  Morning Roll Call with the District Judges
9:15  Morning Coffee Break

DAY TWO MORNING TRACKS
TRACK C  In-House  
Perspectives on The Future 
of IP Teams and Working 
with Outside Counsel
9:30  Powerful Portfolio  
Management: Product  
Selection, Identifying Targets 
for Litigation and Monetizing 
IP Portfolios
10:20  How the IP Team 
Can Present a Unified Front: 
Mastering Intradepartmental 
Communication
11:05  Diversity and 
Inclusion, Incorporation and 
Implementation: A Guide 
for Creating a Successful IP 

Team

TRACK D  The Practice of  
Hatch-Waxman Litigation:  
Paragraph IV on Trial
9:30 Devising Strategies for 
Proving Infringement and 
Defending Validity

10:20 Advanced Pleadings 
Drafting: Choosing Claims 
and Defenses Wisely

11:05 Selecting and  
Effectively Using Expert 
Witnesses in Pharmaceutical 
Patent Litigation

11:55  FTC KEYNOTE
Antitrust Developments Impacting Brands & Generics
12:15 Networking Luncheon

1:15  FDA Think Tank on the Latest Regulatory 
Developments Impacting Hatch-Waxman

2:15  Extended Networking Break

2:45  ORANGE BOOK V. PURPLE BOOK
Comparing and Contrasting the Similarities and Differences 
Driving Efficiencies in PIV and BPCIA Litigation

3:45  INTERACTIVE ETHICS DRILLS
Ethics and New Developments Impacting Professional 
Responsibility in the Hatch-Waxman Arena
4:45  Conference Concludes

Pre-Conference Workshops
Wednesday, August 19, 2020

A  8:00–11:30  
(Registration opens at 7:30 – Breakfast will be served)
Think Tank on State and Federal Pharmaceutical IP 
Antitrust Initiatives: Patent Settlements, Reverse 
Payments, and Emerging Legislation 

B  12:30–4:00 (Registration opens at 12:00)
Working Group on IPR Strategies and Parallel 
Proceedings: Devising Winning Strategies for  
IPR Best Practices and Navigating Dual Forums  
in Hatch-Waxman Litigation
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DISTINGUISHED FACULTY: (Visit our website for speaker updates)

CO-CHAIR

Brian Anderson
Formerly Vice President & Assistant 
General Counsel, IP Litigation
Allergan

Pearl T. L. Siew 
Senior Vice President and Head,  
Intellectual Property 
Eagle Pharmaceuticals, Inc.

MEMBERS OF THE JUDICIARY

United States District Court

Honorable Mitchell S. Goldberg
District Judge 
District of Eastern Pennsylvania 

Honorable Christopher J. Burke
Magistrate Judge
District of Delaware

Honorable Tonianne J. Bongiovanni
Magistrate Judge
District of New Jersey

Honorable Roy Payne
Magistrate Judge
Eastern District of Texas

USPTO’s Patent Trial and Appeal Board 
(PTAB)

Honorable Jacqueline  
Wright Bonilla
Vice Chief, Administrative  
Patent Judge 

Honorable Michelle N. Ankenbrand 
Lead Administrative Patent Judge

Honorable Rama G. Elluru
Administrative Patent Judge

GOVERNMENT

U.S. Federal Trade Commission

Markus H. Meier
Assistant Director, Health Care 
Division, Bureau of Competition
Federal Trade Commission

U.S. Food and Drug Administration

Grail Sipes
Deputy Center Director for 
Regulatory Policy, CDER
U.S. Food & Drug Administration

Maryll Toufanian (invited)
Director, FDA Office of Generic Drug 
Policy, CDER
U.S. Food & Drug Administration 

IN-HOUSE COUNSEL

Karen E. Brown
Senior Vice President, Intellectual 
Property and Legal Affairs
Obsidian Therapeutics, Inc.

Neal Dahiya
Assistant General Counsel – 
Patents
Bristol-Myers Squibb

Ryan M. Daniel
Chief Patent Counsel Region  
North America
Fresenius Kabi USA, LLC

Stephanie Donahue
Senior Director, Patent Litigation
Sanofi

Henry Gu
Vice President, Chief IP Counsel
Akebia Therapeutics

Rekha Hanu, Ph.D, J.D
Executive Director, Chief IP Counsel
Akorn Pharmaceuticals

Brian Hirsch
Vice President, Global IP Head of 
North America
Glenmark Pharmaceuticals

Jenny Johnson
Senior Patent Counsel
Endo Pharmaceuticals

Alison Kessler
Chief Legal Officer & General 
Counsel
Cosette Pharmaceuticals, Inc.

Matthew McWilliams 
Senior Patent Attorney 
Amneal Pharmaceuticals 

Donna Meuth
Associate General Counsel, IP
Eisai

Jennifer Grant Moitoso
Vice President, Regional Head of IP
Takeda

Mary Morry
Counsel
Merck & Company

Brian Stone
Vice President Assistant Global 
General Counsel Regulatory
Mylan

Lars Taavola
Senior Patent Counsel
Amneal Pharmaceuticals

Kevin Zive
Vice President – Global Intellectual 
Property and Legal Affairs
Apotex Inc.

LAW FIRMS

Takanori Abe
Founder
Abe & Partners

David B. Abramowitz
Partner
Locke Lord LLP

Aziz Burgy
Axinn, Veltrop & Harkrider LLP

Kathleen B. Carr
Member
Mintz, Levin, Cohn, Ferris, 
Glovsky and Popeo, P.C.

Alan B. Clement
Partner
Locke Lord LLP

Dominick A. Conde
Partner
Venable LLP

David G. Conlin
Member
Mintz, Levin, Cohn, Ferris, 
Glovsky and Popeo, P.C.

Jeffrey R. Gargano
Partner
Morgan, Lewis & Bockius LLP

Vishal Gupta 
Partner
Steptoe & Johnson LLP

Pilar G. Kraman
Partner
Young Conaway Stargatt & Taylor, 
LLP

Noah M. Leibowitz
Partner
Dechert LLP

Steven Maslowski
Partner
Akin Gump Strauss Hauer  
& Feld LLP

John J. Molenda
Partner
Steptoe & Johnson LLP

Gregory A. Morris
Partner
Honigman LLP

Michael K. Nutter 
Partner
Winston & Strawn LLP

Christopher Loh
Partner
Venable LLP

Matthew Pearson
Partner
Akin Gump Strauss Hauer  
& Feld LLP

Adam Perlman
Partner
Latham & Watkins LLP

Liane M. Peterson
Partner
Foley & Lardner LLP

Stephen S. Rabinowitz
Partner
Dechert LLP

Irena Royzman
Partner
Kramer Levin Naftalis & Frankel 
LLP

David Silverstein 
Partner
Axinn, Veltrop & Harkrider LLP

Michael Sitzman
Partner
DLA Piper

Shashank Upadhye
Partner
Upadhye Cwik LLP

Jeanna M. Wacker
Partner
Kirkland & Ellis LLP

Mark E. Waddell
Partner
Loeb & Loeb LLP

Alyson Wooten
Director
Berkeley Research Group LLC

DISTINGUISHED FACULTY

http://www.AmericanConference.com/PIVDisputes
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8:00 AM – 11:30 AM  
(Registration opens at 7:30 AM – Breakfast will be served)

Think Tank on State and Federal Pharmaceutical 
IP Antitrust Initiatives: Patent Settlements, Reverse 
Payments, and Emerging Legislation 
Effective January 1, 2020, a new California law was enacted to curb 
reverse payment settlements by making these agreements more difficult 
to defend. To complicate matters further, competition authorities at both 
the state and federal level are engaging in extensive investigations of 
patent settlements between brand and generic companies, as well as 
other potentially anticompetitive behaviors. 

In response, leading antitrust practitioners will discuss the finer points  
of federal and state pharmaceutical IP antitrust initiatives in the 
aftermath of the Supreme Court’s seminal decision in FTC v. Actavis. 

This think tank will focus on the considerable consequences that 
pharmaceutical companies entering into these types of settlement 
agreements may now incur on the state and federal level. You cannot 
afford to miss this. Topics of discussion include:

 • Examining California’s Reverse Payment Legislation and understanding 
how this first state law on this matter may influence other states

 • Understanding how this law law dovetails with the multi-state coalition 
of state Attorneys General’s price fixing lawsuit against various generic 
pharmaceutical companies

 • Analyzing plaintiffs and state AG direct and indirect purchaser cases 
relative to reverse payment settlements

 • Reviewing the proper standards of antitrust review and the rising call 
for a new legislative response 

 » Studying the current legislative and regulatory frameworks

 » Analyzing the call from lawmakers for greater scrutiny of 
pharmaceutical mergers over antitrust concerns 

 » Understanding the implications of patent litigation settlement 
agreements being deemed presumptively anticompetitive 

 » Reviewing abuse of dominance court proceedings in relation to 
parallel trade of pharmaceuticals

 » Evaluating product introduction strategies to better maintain life 
cycle management

 » Examining government enforcement trends to better understand 
pricing strategies 

 • Avoiding costly litigation and associated penalties by effectively 
complying with the law

 • Evaluating the recent FTC reporting findings that detail fewer 
anticompetitive deals in PIV settlements

 • Reviewing biosimilars in the antitrust context

 » Understanding settlement strategies between innovator biologic 
companies and biosimilar applicants 

 » Whether biologic manufacturers should expect antitrust scrutiny

A 12:30 PM – 4:00 PM  
(Registration opens at 12:00 PM)

Working Group on IPR Strategies and Parallel 
Proceedings: Devising Winning Strategies for IPR 
Best Practices and Navigating Dual Forums in 
Hatch-Waxman Litigation
Parallel litigation in the District Court and PTAB in a Hatch-Waxman 
proceeding has become away of life for life sciences patent litigators, 
adding to the “no-holds barred” atmosphere of this high stakes type 
of litigation. The art of navigating proceedings between to these two 
forums has been described as akin to walking a tightrope.

In navigating these dual forums, even the most seasoned of District 
Court litigators are still learning the evolving art of appearing before 
the PTAB. In this very interactive session, we will illustrate the “ins 
and outs” of IPR practice and appearing in dual proceedings in both 
the District Court and PTAB with a special focus on IPR practice.

 • Developing new strategies for parallel proceedings in the District 
Courts and PTAB in view of a single standard

 » Weighing the future of parallel proceedings in view of a single 
standard adoption

 • Considering the takeaways from the patent challenger’s perspective  
in addition to the patentee perspective

 • Devising strategies relative to the filing of an IPR or similar proceeding 
during the pendency of District Court litigation

 • Formulating strategies based on type of pharmaceutical patent

 • Establishing jurisdiction at the PTAB

 » Special considerations for ex-U.S. parties

 • Ensuring all RPIs are properly named

 • Assessing split petition strategies

 • Understanding when requests for joinder can be made and when they 
should be made

 • Analyzing secondary considerations

 • Developing sound discovery strategies relative to dual proceedings

 • Evaluating chances of getting a stay granted in the District Court

 • Managing experts and use of experts in both forums

 • Best practices for simultaneous trials

 • Appealing decisions in both forums

 • Addressing settlement in both forums

 • Managing desire and expectations of parties to settle despite PTAB’s 
insistence on moving the petition forward

B

PRE-CONFERENCE WORKSHOPS 
Wednesday, August 19, 2020
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MAIN CONFERENCE DAY ONE 
Thursday, August 20, 2020

7:00 Breakfast & Registration

Closed Door Executive Breakfast with ACI’S  
Hatch-Waxman Series Advisory Board 
(Limited to 25 Attendees – Application Required for Attendance) 

8:00

Co-Chairs’ Opening Remarks
8:15  PARAGRAPH IV STATE OF THE UNION  

Strategic Legal and Economic Guidance in View  
of Regulatory and Jurisprudential Developments 
 • Assessing Paragraph IV filing trends and district court decisions 

impacting the business and practice of ANDA litigation 

 » Surveying districts with the most ANDA case filings

 » Analyzing the decline in new patent, PTAB and Paragraph IV filings 
in the district court and PTAB

 Comparing 2016 decline and slight 2018 uptick

 » Leveraging precedent for a more effective litigation strategy 

 » Reviewing blocking patent developments and §112 advancements 

 » Identifying circumstances when settlement is advantageous 
during an IPR proceeding

 Assessing the resulting consequences at the District Court level 

 • Examining how recent Paragraph IV filings and litigation results have 
influenced business judgments including mergers and acquisitions, 
research and development initiatives, and licensing decisions

 • Analyzing the nexus between PIV legislative proposals and the evolving 
drug pricing debate

 • Interpreting the October 2019 USPTO issued guidance on patent eligibility

 » Evaluating the Tillis-Coons Senate bill on patent eligibility, the 
features of the current draft and the industry reaction

 • Assessing the current state of proposed Hatch-Waxman reform 
measures affecting

 » Exclusivities

 » Citizens petitions

 » Inter Partes Reviews

 » Competition law

 » Price controls and 
importation/reimportation 

9:00 

The Continuing §101 Saga: Seeking Clarity from 
the PTO and the Courts on Patent Subject Matter 
Eligibility 
 • Understanding the implications of the Supreme Court’s denial of cert.  

in Vanda, Berkheimer, and Athena

 • Analyzing the recent Federal Circuit decision that sought to provide 
consistency and predictability under § 101 in American Axle & 
Manufacturing, Inc. v. Neapco Holdings LLC, No. 18-1763 (Fed. Cir. 2019)

 » Evaluating the rationale behind striking down a patent owned by 
American Axle based on precedent established by the Supreme 
Court in Alice 

 » Revising the drafting practices of patent applications in the 
aftermath of the Federal Circuit decision

 • Examining the recent USPTO guidance announced in October 2019 that 
reviews and expounds upon the Revised Patent Subject Matter Eligibility 
Guidance issued in January of 2019   

 » Understanding why the USPTO will no longer opt for the traditional 
case-comparison approach when determining whether a claim 
recited a judicial exception

 » Identifying when a claim recites a practical application for the 
judicial exception 

 » Evaluating when appeals to the PTAB are appropriate under the PEG

 • Anticipating whether Congress will act in light of the Supreme Court’s 
denial of cert. to resolve these manufactured irregularities that hinder 
predictable outcomes under § 101

 » Assessing the probability of true clarification of the patent 
eligibility standard 

10:00 Extended Networking Coffee Break 

10:25

Special Remarks TBA 
11:10

Assessing the Limitations and Prospects of 
Obviousness-Type Double Patenting 
 • Deciphering the judicially created doctrine of OTDP and the policy 

rationale behind its creation

 » Identifying potential limitations and advantages of OTDP 

 • Understanding how Federal Circuit OTDP decisions influence life 
sciences patent portfolio management

 » Ezra v. Novartis and the relationship between OTDP and patent 
term extension

 » Novartis v. Breckenridge and the relationship between OTDP and 
the order of patent expirations

 • Analyzing the expansion of the OTDP doctrine after the Sun Pharma  
and Gilead line of cases 

 • Reviewing strategic direction for defeating OTDP rejections 

 • Evaluating how Hatch-Waxman practitioners can avoid terminal 
disclaimers 

12:10 Networking Luncheon 

1:10  THE DOCTRINE OF EQUIVALENTS 

Analyzing the Effects of Recent Federal Circuit 
Decisions on Litigation Strategies 
 • Reviewing the efficacy of ensnarement when filing for summary 

judgment in view of the Janssen and Jang decisions

 • Understanding when prosecution history estoppel bars a claim for 
infringement under the DoE after the Pharma Tech decision

 • Applying effective advice for constructing a winning case for infringement

 • Learning how to successfully defend against it claims of infringement 

 • Employing strategic guidance for narrowing claims at the USPTO

 • Appreciating when the “disclosure-dedication” rule trumps infringement 
claims under the DoE

2:10 Extended Afternoon Networking Break 

http://www.AmericanConference.com/PIVDisputes
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DAY ONE AFTERNOON TRACKS
TRACK A TRACK B

The Solution Room with ACI’s Hatch-Waxman Series 
Advisory Board Members 

Litigation War Room: The Practice of Paragraph IV  
with The Magistrate Judges

2:40 Monitoring Legal Spend and Balancing the 
Paragraph IV Litigation Budget

 • Implementing practices to minimize surprises and increase 
predictability 

 • Forecasting the budget by phase and  quarter 

 » Knowing when to reevaluate use of task codes

 • Deciding what components go into the budget

 » Vendors

 » Experts

 » Appeals

 » Costs v. fees

 • Understanding the source of error when surprises and overages 
occur 

 • Evaluating the appropriateness of alternative fee arrangements 

 • Considering license deals as a means to save litigation spend 
and remain within budget 

Understanding and Harnessing the Nuances of  
Local Rules

 • Evaluating the “go to” jurisdictions for patent litigation by comparing 
adopted local patents rules meant to expedite and streamline patent 
litigation 

 • Comparing jurisdictions that have specified processes for limiting 
contention amendments and claim construction hearings

 • Understandings the considerations to make when deciding on the 
best venue for your case

 • Identifying which jurisdictions require the alleged infringer to produce 
contentions, document and claims charts first

3:30 Effectively Managing Global Pharmaceutical 
Patent Litigation  

 • Understanding the importance of aligning legal and business 
functions 

 • Assessing common international business scenarios 
encountered by both brand name and generic manufacturers 
which may lead to patent and/or exclusivity loss

 • Identifying potential safe-harbor violation liabilities related to 
foreign manufacturers and finishers

 • Building a winning global litigation team

 » Selecting the right foreign counsel

 » Coordinating multi-jurisdictional proceedings

 • Assessing the impact and dangers of applicable international 
treaties on the PIV landscape

Evaluating the Effectiveness of Summary Judgment 
in Different Venues

 • Reviewing novel strategies for utilizing venue in Hatch-Waxman 
litigation

 » Appreciating the increased importance of venue in view of  
the varying practice considerations for different jurisdictions

 • Analyzing which courts have added additional hurdles for litigants  
to file for summary judgment 

 • Highlighting summary judgment practice in Delaware and New Jersey 

 • Key takeaways and strategic concerns under §101

 • Assessing venue implications and success rates of dispositive 
motions

4:10 Practical Strategies and Tactics for Effective 
Settlement Negotiation 

 • Developing timelines for business and legal milestones relative  
to the terms of the settlement 

 • Understanding the application of antitrust law’s “rule of reason” 
on pharmaceutical patent settlement practice 

 • Examining recent decisions concerning pharmaceutical patent 
settlements in the PIV context

 • Analyzing practical strategies and tactics for effective settlement 
negotiation 

Appreciating the Magistrate Judge’s Role in 
Settlement Discussions

 • Investigating recent judicial efforts to promote settlements

 • Understanding the limits of judicial settlement authority

 • Evaluating the dissemination of settlement-oriented innovations

 » Adjusting to the magistrate’s role in the settlement process

 • Viewing the magistrate’s role in promoting settlement as a tool to 
manage your own dispute and avoid the uncertainties and limitations 
of fully litigates cases 
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5:00

Focus on the PTAB
PART I 
A Matter of Constitutionality: The PTAB Appointment 
Clause and the Increased Responsibility of AIA Trials 
 • Examining agency proceedings that consider the patentability of issued 

patent claims
 • Analyzing the Federal Circuit opinion in Arthrex which held that 

the appointment of APJs violates the Appointments Clause of the 
Constitution 

 • Identifying the potential effect of the Arthrex decision on other IPR 
proceedings and APJ determinations 

 » Categorizing which cases must be vacated and remanded in  
view of the Arthrex decision 

PART II  
The APJs Speak on Practice, Policy and Procedure
 • Surveying notable pharmaceutical patent wins and losses
 • Assessing IPR, PGR and CMB filings involving life science patents
 • Considering emerging case law shaping the role of prior art in the 

PTAB’s discretionary denial of IPRs
 • Establishing when petitioners may rely on prior art previously considered 

by the PTAB 

6:00 

Cocktail Reception Sponsored by

MAIN CONFERENCE DAY TWO 
Friday, August 21, 2020

7:00 Breakfast & Registration

8:00

Co-Chairs’ Opening Remarks 

8:15

Morning Roll Call with the District Judges 
All rise! Distinguished jurists with some of the liveliest PIV litigation 
dockets in the country will examine decision-making practices 
employed by the judicial system and provide sage advice for both 
patent holders and patent challengers.  

9:15 Morning Coffee Break

DAY TWO MORNING TRACKS
TRACK C TRACK D

In-House Perspectives on The Future of IP Teams 
and Working with Outside Counsel  

The Practice of Hatch-Waxman Litigation:  
Paragraph IV on Trial

9:30 Powerful Portfolio Management: Product 
Selection, Identifying Targets for Litigation and 
Monetizing IP Portfolios 
 • Appreciating the importance of global portfolio planning 
 • Developing techniques for an accurate assessment of the  

current value of your portfolio
 » Analyzing trends within your portfolio 
 » Evaluating the strength of your patents in your current 

portfolio and how to monetize them
 • Recognizing potential portfolio targets and vulnerabilities
 • Identifying “good” targets and how they “complete” portfolio 

development
 • Utilizing business functions to advance product portfolio 

planning 
 » Identifying team members from operations, business 

development and life cycle management
 • Making adequate preparations for negotiations as well as litigation 

Devising Strategies for Proving Infringement and 
Defending Validity  
 • Understanding that the battle for validity/invalidity and infringement / 

non-infringement begins during the prosecution history
 • Devising tactics for drafting a high-quality patent that can be 

enforced and withstand close scrutiny
 • Developing strategies to follow when the validity opinion is written by 

in-house counsel, a patent agent or an engineer
 • Identifying circumstances constituting willful infringement and thus, 

treble damages
 • Proving that the product or process infringes your patent
 • Ensuring acts of infringement are easily detected
 • Identifying patent vulnerbabilties giving rise to claims of invalidity 

or non-infringement, thus forming the basis of a Paragraph IV 
Certification

10:20 How the  IP Team Can Present a Unified Front: 
Mastering Intradepartmental Communication   
 • Communicating a cohesive story with consistency across all  

IP stakeholder groups and levels of engagement
 » Devising a central message digestible by C-level leadership, 

corporate communications, finance, legal/compliance, 
manufacturing, operations, etc.

 • Establishing the desired level of commitment amongst teams 
based on availability and responsiveness 

 • Succinctly focusing on shared, pragmatic business goals

Advanced Pleadings Drafting: Choosing Claims  
and Defenses Wisely
 • Drafting well-constructed claims with diverse scope

 » Ensuring that all counts are plead with specificity
 » Avoiding Rule 11 sanctions
 » Devising strategies for situations with multiple ANDA filers

 • Understanding when to reduce claims and defenses to a 
manageable level

 • Analyzing how to masterfully manage protective order disputes
 • Choosing your defenses with prudence

 » Understanding the advantages of not pleading every defense
 » Knowing which patents to ask to delist
 Assessing allegations of improper Orange Book listing 

http://www.AmericanConference.com/PIVDisputes
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11:55  FTC KEYNOTE 

Antitrust Developments Impacting Brands and 
Generics
Markus H. Meier
Assistant Director, Health Care Division, Bureau of Competition
U.S. Federal Trade Commission

12:15 Networking Luncheon 

1:15

FDA Think Tank on the Latest Regulatory 
Developments Impacting Hatch-Waxman
 • Identifying brand and generic perspectives on the latest FDA initiatives 

impacting pharmaceutical patents
 • Reviewing emerging projects influencing drug access and litigation trends

 » Understanding the efforts to improve transparency and 
predictability for generic drug applicants

 • Understanding the Drug Competition Action Plan
 » Learning how the efforts aim to increase access to lower cost 

generic drugs

 • Evaluating Competitive Generic Therapy (CGT)

 » Establishing what may be designated as CGT

 » Reviewing designation eligibility, mechanics, exclusivity

 » Interpreting the interplay between Hatch-Waxman and CGT

 • Analyzing the Off-Patent and Off-Exclusivity List

 » Overview of the intentions of the list, what is included and how 
often it is updated 

 • Assessing the PIV Patent Certifications List

 » Analyzing the June 2019 revised PIV Patent Certifications List

2:15 Extended Networking Break 

2:45  ORANGE BOOK V. PURPLE BOOK 

Comparing and Contrasting the Similarities and 
Differences Driving Efficiencies in Hatch-Waxman 
and BPCIA Litigation
 • Weighing the patent provisions and procedures in the Hatch-Waxman 

Act and the BPCIA

 » Reviewing the processes for resolving patent disputes

 • Comparing the filing rated for AIA petitions challenging Orange Book 
patents v. Purple Book patents

 • Analyzing the outcomes to instituted Orange Book-listed or biologic patents

 • Contrasting FDA regulation of large molecule drugs and biological products

3:45  INTERACTIVE ETHICS DRILLS 

Ethics and New Developments Impacting 
Professional Responsibility in the Hatch-Waxman 
Arena
 • Reviewing the sufficiency of your notice letter

 • Establishing standards for determining when attorneys and/or firms 
should be disqualified for conflicts

 • Determining who is a client based on actual representation

 • Considering joint defense arrangements in the Hatch-Waxman setting 
and possible ethical predicaments 

4:45 Conference Concludes 

 Join Our Email List to Stay Connected
SIGN UP TO RECEIVE EXCLUSIVE DISCOUNTS, OFFERS 
AND PROGRAM UPDATES 

AmericanConference.com/join-our-email-list/

DAY TWO MORNING TRACKS
TRACK C TRACK D

In-House Perspectives on The Future of IP Teams 
and Working with Outside Counsel  

The Practice of Hatch-Waxman Litigation:  
Paragraph IV on Trial

11:05 Diversity and Inclusion, Incorporation and 
Implementation: A Guide for Creating a  
Successful IP Team 

 • Understanding what specific evidence of diversity 
pharmaceutical companies, and IP departments in particular,  
are seeking from their law firm counterparts

 • Implementing policies and practices that will effect change  
and promote a diverse workplace

 • Identifying best practices for evaluating your outside firm’s 
efforts in promoting diversity

 » Reviewing firm statistics on women, minorities, sexual 
orientation, etc.

 • Sharing data-driven strategies to address current diversity 
challenges in STEM 

Selecting and Effectively Using Expert Witnesses  
in Pharmaceutical Patent Litigation 

 • Finding, vetting, retaining, and disclosing expert witnesses in  
PTAB and District Court proceedings

 • Understanding the limitations and exclusion of testimony as 
evidenced by cases where judges enter Daubert orders

http://AmericanConference.com/
join-our-email-list/


Meeting Your Needs  

in Challenging Times

As the current global situation continues to unfold, we understand that it may not be 
possible to attend our events in person.

At the same time, we also understand that collaboration is more vital than ever and  
for that, you can still rely on ACI to bring the industry together but in a different way.  
We are transforming quickly to ensure you can now connect virtually and continue to 
gain unparalleled access to market leading intelligence and to the facilitation of a global 
exchange of expertise.

Livestream Conference

The livestream conference is designed for those who are not 
able to be in the room but wish to participate remotely by virtual 
format. With just a click, you can be part of the live conference 
without ever having to leave your home or office.

Ask your questions directly 
to our expert faculty

Speak with solutions providers  
as you would at an onsite event

Participate and contribute  
to sessions in real-time

To view the complete list of Life Sciences events, please visit:
AmericanConference.com/LifeSciences

C5 GROUP’S VIRTUAL EVENTS

UPCOMING EVENTS:
BIOSIMILARS & INNOVATOR 
BIOLOGICS
September 23 – 24, 2020 • Boston, MA

FDA BOOT CAMP BOSTON EDITION
September 23 – 24, 2020 • Boston, MA

PARAGRAPH IV DISPUTES  
MASTER SYMPOSIUM
October 5 – 6, 2020 • Chicago, IL

LIFE SCIENCES IP DUE DILIGENCE
November 9 – 10, 2020 • Boston, MA

http://www.AmericanConference.com/LifeSciences


Venue:

 Book your room now 
and SAVE! 
Hotel:  Sheraton New York Times Square Hotel, NY
Address: 811 7th Avenue 53rd Street, New York, NY, 10019 
Telephone:  1 (212) 581-1000
Online:  AmericanConference.com/PIVDisputes/Venue

American Conference Institute is pleased to offer our delegates a limited 
number of hotel rooms at a negotiated rate. To take advantage of these 
rates, please contact the hotel directly and quote the access code “ACI 
– PARAGRAPH IV DISPUTES”. Please note that the guest room block 
cut-off date is July 21, 2020. After that date OR when the room block fills, 
guestroom availability and rate can no longer be guaranteed.

BOOK NOW

Handshake-alt Continuing Legal Education Credits

EARN CLE/ETHICS 
CREDITS

Accreditation will be sought in 
those jurisdictions requested by the 
registrants which have continuing 
education requirements. This course  

is identified as nontransitional for the purposes of CLE accreditation.

ACI certifies that this activity has been approved for CLE credit by the New 
York State Continuing Legal Education Board.

ACI certifies that this activity has been approved for CLE credit by the State 
Bar of California.

You are required to bring your state bar number to complete the appropriate 
state forms during the conference. CLE credits are processed in 4-6 weeks 
after a conference is held.

ACI has a dedicated team which processes requests for state approval. 
Please note that event accreditation varies by state and ACI will make every 
effort to process your request. 

Questions about CLE credits for your state? Visit our online CLE Help Center 
at www.americanconference.com/CLE

UNIVERSITY DISTRICT COURT INSIGHTS
Interactive discussions with District Court Judges and Magistrate 
Judges from D.N.J.; D. Del.; E.D. Pa.; E.D. Tex.

search SPECIAL FOCUS SESSIONS ON THE PTAB  
APJs Roundtable and advanced discussions on policy, practice, 
procedure, and the Appointments Clause

comment-exclamation FTC KEYNOTE ADDRESS
Insights on antitrust developments impacting brands and generics 

  FDA THINK TANK
 Initiatives impacting drug access and litigation 

 EXPAND-ARROWS FOUR NEW BREAKOUT TRACKS  
Featuring an In-House Solutions Studio and Litigators War Room

HANDSHAKE EXTENDED NETWORKING BREAKS 
Connect and reconnect with industry colleagues and establish  
new relationships 

Attend the conference that the "who's who" of Hatch-Waxman litigators have designated as the forum which sets the standards for 
Paragraph IV practice. The 2020 agenda features:

© American Conference Institute, 2020

Special Discount
ACI offers financial scholarships 
for government employees, judges, 
law students, non-profit entities and 
others. For more information, please 
email or call customer service.

Bringing a Team Onsite?

3-4 10% Conference Discount

5+ Call 888-224-2480

Bringing a Team Virtually?

2+
Livestream Price Listed + 
$595 for Each Additional  

Team Member

3 Ways to Register 

REGISTRATION CODE:

B00-896-896L20.WEB

CONFERENCE CODE:

896L20-NYC

ONLINE:
AmericanConference.com/PIVDisputes

EMAIL: 
CustomerService@AmericanConference.com

 PHONE:
 1-888-224-2480

To update your contact information and preferences, please visit https://www.AmericanConference.com/preference-center/.
Terms & conditions and refund/cancellation policies can be found at http://www.AmericanConference.com/company/faq/

  

All program participants will receive an online link to access the conference materials as part of their registration fee. 
Additional copies of the Conference Materials available for $199 per copy. 

We have taken enhanced health and safety measures for all of our customers and employees. It is imperative that all registrants for our conferences follow all 
instructions when attending the conference. An inherent risk of exposure to COVID-19 exists in any public place where people are present. COVID-19 is an extremely 
contagious disease that can lead to severe illness and death. It is extremely dangerous to senior citizens and to any person that has underlying chronic health problems.
By attending our conferences, you voluntarily assume all risks related to exposure to COVD-19. To learn more, visit https://www.AmericanConference.com/terms-services/. 

Conference Only* SPECIAL IN-HOUSE RATE

ATTEND VIRTUALLY – LIVESTREAM

ATTEND ON-SITE

$600 (Each)

$1,595

$1,295 $1,395

$1,695

$1,895$1,795

Pre-Conference Workshops: A or B

Conference Only 

Conference Only* SPECIAL IN-HOUSE RATE

Register & Pay by 
June 26, 2020

Register & Pay after 
June 26, 2020

Conference Only $2,395$2,295

* Special in-house rates available for pharmaceutical and biotech organizations only.

https://www.americanconference.com/paragraph-iv-disputes/venue/
https://www.americanconference.com/paragraph-iv-disputes/venue/
http://www.AmericanConference.com/PIVDisputes
https://www.AmericanConference.com/preference-center/
http://www.AmericanConference.com/company/faq/
https://www.canadianinstitute.com/terms-services/

