FEDERAL TRADE COMMISSION’S BUREAU OF COM-
PETITION AND THE US. DEPARTMENT OF
JUSTICE'S ANTITRUST DIVISION

HEARING

BEFORE THE

SUBCOMMITTEE ON COURTS AND
COMPETITION POLICY

OF THE

COMMITTEE ON THE JUDICIARY
HOUSE OF REPRESENTATIVES

ONE HUNDRED ELEVENTH CONGRESS

SECOND SESSION

JULY 27, 2010

Serial No. 111-133

Printed for the use of the Committee on the Judiciary

&R

Available via the World Wide Web: http:/judiciary.house.gov

U.S. GOVERNMENT PRINTING OFFICE
57-671 PDF WASHINGTON : 2010

For sale by the Superintendent of Documents, U.S. Government Printing Office
Internet: bookstore.gpo.gov Phone: toll free (866) 512—-1800; DC area (202) 512—-1800
Fax: (202) 512-2104 Mail: Stop IDCC, Washington, DC 20402-0001



COMMITTEE ON THE JUDICIARY
JOHN CONYERS, JR., Michigan, Chairman

HOWARD L. BERMAN, California LAMAR SMITH, Texas
RICK BOUCHER, Virginia F. JAMES SENSENBRENNER, JR.,
JERROLD NADLER, New York Wisconsin
ROBERT C. “BOBBY” SCOTT, Virginia HOWARD COBLE, North Carolina
MELVIN L. WATT, North Carolina ELTON GALLEGLY, California
ZOE LOFGREN, California BOB GOODLATTE, Virginia
SHEILA JACKSON LEE, Texas DANIEL E. LUNGREN, California
MAXINE WATERS, California DARRELL E. ISSA, California
WILLIAM D. DELAHUNT, Massachusetts J. RANDY FORBES, Virginia
STEVE COHEN, Tennessee STEVE KING, Iowa
HENRY C. “HANK” JOHNSON, JR., TRENT FRANKS, Arizona

Georgia LOUIE GOHMERT, Texas
PEDRO PIERLUISI, Puerto Rico JIM JORDAN, Ohio
MIKE QUIGLEY, Illinois TED POE, Texas
JUDY CHU, California JASON CHAFFETZ, Utah
TED DEUTCH, Florida TOM ROONEY, Florida
LUIS V. GUTIERREZ, Illinois GREGG HARPER, Mississippi

TAMMY BALDWIN, Wisconsin
CHARLES A. GONZALEZ, Texas
ANTHONY D. WEINER, New York
ADAM B. SCHIFF, California
LINDA T. SANCHEZ, California
DANIEL MAFFEI, New York
JARED POLIS, Colorado

PERRY APELBAUM, Majority Staff Director and Chief Counsel
SEAN MCLAUGHLIN, Minority Chief of Staff and General Counsel

SUBCOMMITTEE ON COURTS AND COMPETITION POLICY
HENRY C. “HANK” JOHNSON, Jr., Georgia, Chairman

JOHN CONYERS, JRr., Michigan HOWARD COBLE, North Carolina
RICK BOUCHER, Virginia JASON CHAFFETZ, Utah
CHARLES A. GONZALEZ, Texas F. JAMES SENSENBRENNER, JR.,
SHEILA JACKSON LEE, Texas Wisconsin

MELVIN L. WATT, North Carolina BOB GOODLATTE, Virginia

MIKE QUIGLEY, Illinois DARRELL ISSA, California
DANIEL MAFFEI, New York GREGG HARPER, Mississippi

JARED POLIS, Colorado

CHRISTAL SHEPPARD, Chief Counsel
BLAINE MERRITT, Minority Counsel

1)



CONTENTS

JULY 27, 2010

Page
OPENING STATEMENTS

The Honorable Henry C. “Hank” Johnson, Jr., a Representative in Congress
from the State of Georgia, and Chairman, Subcommittee on Courts and
Competition POLICY ......coccieiiiiiieiiiiieeeiieeeieeeetee ettt e st e s ste e s e s enaeeesneaeas 1
The Honorable Howard Coble, a Representative in Congress from the State
of North Carolina, and Ranking Member, Subcommittee on Courts and
Competition POLICY .....ccoociiiiiiieeiiiieeeiieeeiee e ettt e ste e s vee e sireesenbeeeenenees 2
The Honorable John Conyers, Jr., a Representative in Congress from the
State of Michigan, and Chairman, Committee on the Judiciary, and Mem-

ber, Subcommittee on Courts and Competition Policy ..........cccecvvverviviencinennns 3
The Honorable Lamar Smith, a Representative in Congress from the State
of Texas, and Ranking Member, Committee on the Judiciary ............cccccee..e... 5
WITNESSES

The Honorable Christine A. Varney, Assistant Attorney General for Antitrust,
U.S. Department of Justice, Washington, DC

[0 1 B =Ty 00 ) oSSR 6
Prepared Statement ........cccccoccoeiiiiiiiiiieiieee e 9
The Honorable Jon Leibowitz, Chairman, Federal Trade Commission, Wash-
ington, DC
Oral TESEIMONY ...eciiieiiiiiiiiiieiie ettt ettt ettt ate et e st e ebee st e ebeessbeesaeeenseensnas 24
Prepared Statement .........cooccvieiiiiieiiiiieeeee et 26
APPENDIX
Material Submitted for the Hearing Record ..........ccccoeeiiiiiiiiiniiiiiniiiiieieeeeee 65

(I1D)






FEDERAL TRADE COMMISSION’S BUREAU OF
COMPETITION AND THE U.S. DEPARTMENT
OF JUSTICE’S ANTITRUST DIVISION

TUESDAY, JULY 27, 2010

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COURTS AND
COMPETITION PoLICY
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to notice, at 10:30 a.m., in
room 2141, Rayburn House Office Building, the Honorable Henry
C. “Hank” Johnson, Jr. (Chairman of the Subcommittee) presiding.

Present: Representatives Johnson, Conyers, Gonzalez, Quigley,
Polis, Coble, Chaffetz, Smith, Goodlatte, and Issa.

Mr. JOHNSON. All right right. This hearing of the Committee on
the Judiciary, Subcommittee on Courts and Competition Policy will
now come to order. Without objection the Chair is authorized to de-
clare a recess. And let me take the opportunity to apologize for
being dilatory. What can I say?

Today’s hearing is our first oversight hearing over the antitrust
enforcement agencies under this Administration. For me, the anti-
trust laws are fundamentally about fairness.

We need to ask ourselves: Are we keeping the playing field level?
The next Bill Gates or Sergey Brin could be in the audience right
now or in school, yet he or she will never be able to become this
country’s next great entrepreneur if we allow anticompetitive prac-
tices to keep them out of the market. Our economy and our work-
ers will be worse off for it.

For these reasons our antitrust agencies must remain ever vigi-
lant. Over the past few decades fairness has been compromised by
ideological shifts in antitrust law. We have seen a gradual adoption
of certain free market reasoning by the courts and the enforce-
ments agencies alike that has chipped away at the ability of plain-
tiffs to access the courthouses.

Namely, 6 years ago Congress created the Federal Trade Com-
mission because it felt that the Supreme Court was limiting the ef-
fectiveness of the antitrust laws and too deferential to big business.
In the past decade we have seen a movement away from strict pro-
hibitions under the antitrust law and decisions like the Trinko and
Credit Suisse cases, which suggest that there is less of a need for
antitrust in the business world.
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Personally, I am not convinced. I have been active on several of
these issues trying to reopen the doors that courthouses have
closed. I have also been instrumental in getting the DOJ the tools
they need for criminal prosecution, but balancing that with the
need for civil suits. I want to thank the DOJ for working with us
on this during the reauthorization of ACPERA.

Now, before we move on let me just say a word about the scope
of this hearing. Certainly one of the areas of greatest interest is
merger enforcement. This Subcommittee has examined the implica-
tions of a number merges, such as NBC-Comcast and Ticketmaster-
Live Nation on their industries, and while it is fair game to ask
our witnesses for their thoughts on broad issues of merger policy,
let us respect the fact that they aren’t able to discuss the specifics
of any ongoing merger review or make any sort of commitment
about the future outcome of a merger review.

I now recognize my colleague, Howard Coble, the distinguished
Ranking Member of the Subcommittee, for his opening remarks.

Mr. CoBLE. Thank you, Mr. Chairman.

Good morning to all.

Antitrust law affects every industry, as is evident from the wide
variety of hearings that the House Judiciary Committee has held
under its antitrust jurisdiction. In the last few years the Com-
mittee has held hearings on the role of antitrust in telecommuni-
cations, sports, oil, and gas, airlines, financial services, and rail-
roads, among other industries.

Given the impact, Mr. Chairman, of antitrust law on the Amer-
ican economy it is vital, in my opinion, to reexamine how well these
laws are working, particularly in the light of the innovation that
today’s high-tech economy has brought forward. Today’s hearing
gives us the opportunity to see how these laws are being enforced
and whether there are areas where congressional intervention
would be appropriate.

For example, the antitrust agencies are in the best position to as-
sess recent trends in international antitrust enforcement and to
provide Congress with guidance on how best to promote comity be-
tween the multiple antitrust enforcement agencies around the
world. While I respect the professionalism and rigor with which the
Department of Justice and the Federal Trade Commission pursue
antitrust enforcement, I have some concerns as well.

For example, my district judge in the District of Columbia re-
cently ruled against the FTC and a discovery dispute regarding re-
verse payments in the pharmaceutical industry. In that ruling the
judge raised concern that the FTC may have disclosed confidential
information to third parties and may have improperly coerced the
parties into negotiations under the threat of legal action.

If in fact true, these allegations are serious. That said, I know
that the FTC has challenged these assertions and I look forward
to the Chairman’s comments clarifying what actually did take
place.

With respect to Assistant Attorney General Varney, I know that
the Department of Justice and the Department of Agriculture have
held a number of joint hearings in recent months on antitrust and
agricultural issues. My own district back home in Carolina—North
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Carolina—has a number of AG enterprises, and I look forward to
hearing what the department recommends in this area.

Over the last 2 decades the Department of Justice and the Fed-
eral Trade Commission have issued a series of guidelines to help
provide clarity to their enforcement approaches. Recently both
agencies have released draft revisions in their merger guidelines.
I look forward, as well, to hearing more about those changes and
what they mean for business that plan to merge.

One set of guidelines that has not changed much, however, are
the health care guidelines, which were released in August 1996.
That was nearly a decade-and-a-half ago, and I know that there
have been a host of changes in the medical marketplace since then.

I have heard complaints from medical professionals that these
guidelines no longer reflect market realities. My question to each
of our panelists is, why have these guidelines not been revised, and
do you have any plans to do so?

I look forward to hearing the testimony from our two distin-
guished guests, Mr. Chairman. And, Mr. Chairman, for the record
I would like to make a request that we invite the trade associations
representing the pharmaceutical industry to respond, if they would,
to the charge that appears before us, as I am particularly con-
cerned about the projected cost to consumers from 2009 to 2019, if
that would be in order, Mr. Chairman.

And with that I yield back.

Mr. JOHNSON. Point well taken, Mr. Coble. And I thank you for
your opening remarks.

I will now turn to the gentleman from Michigan, John Conyers,
the Chairman of the Committee on Judiciary, and a distinguished
Member of this Subcommittee, for his comments.

Mr. CoNYERS. Thank you very much, Mr. Chairman. Hank John-
son, I appreciate all that you and this Committee do.

Me and the Ranking Member are pleased to join you today. We
think this is a very important discussion that we are having. And
I join in with Howard Coble in thinking we might well examine the
issue that he raised in his closing comments.

First of all, to have the assistant attorney general, Ms. Varney,
and the chairman of the Federal Trade Commission, Mr. Leibowitz,
together here is a very strong statement, and we look forward to
a very important discussion.

Antitrust enforcement is critical to the capitalist system. Free
and competitive markets are the foundation of an economy like
ours so that when markets fail the economy fails. We have seen
over and over the fact that Federal antitrust enforcement at either
the Department of Justice or FTC have intervened to keep a bal-
anced market protecting consumers all the way from the telephone
monopoly, oil trusts, Microsoft—we have got another case hanging
out there right now.

They are huge decisions, and it is important in this era because
of the increasingly interconnected, high-tech system of doing busi-
ness. It makes the implications of many of this conduct has far
more influence and effect upon the economy because of the global,
high-tech interconnectedness of many of the corporations and the
subject matter.



4

The big issues in antitrust arise in highly technical fields and
intersect with complex intellectual property issues. Consumers de-
mand that diverse products made my different firms work together.
The Internet must function as seamlessly as possible regardless of
what products or services are being used, and that digital informa-
tion be widely and conveniently available.

In many cases this interconnected economy requires that firms
that might ordinarily be rivals share technical information or de-
velop common standards to ensure that the products work together.
And we have seen so often how high-tech firms quickly come to
control huge markets. Usually the first ones there lay down some
pretty large footprints that we spend a lot of time undoing.

In the 1990’s Microsoft, Intel, and the new giants emerging today
provide critical products and services but they present huge anti-
trust challenges. That is what we are here to talk about, and how
these l‘lcwo important parts of our government relate to each other
as well.

In high-tech agriculture the issues are the same. In the intersec-
tion of patent law and antitrust, where companies like Monsanto
have patented critical genetic materials, we are faced with new
challenges.

Now, the case for strong antitrust leadership has never been
more important than it is now. As a matter of fact, we are coming
off the ropes right now in that regard. As the 44th President said,
we have had the worst period of antitrust enforcement since the
last half of the last century.

There were no Title II cases brought during the entire 8 years
of the previous Administration. There have been none brought now.
And the global corporate giants keep getting larger and larger.

And so I think there are plenty of challenges to the Committee
an(fl to the heads of the branches of government that are with us
today.

In the courts it has been even worse. Until the American Needle
case the Supreme Court of the United States ruled for the defend-
ants in 10 antitrust cases in a row; in the lower courts over 10
years, the defendants have won 221 out of 222 rule of reason cases.

At all levels of our Federal judicial system so-called “Chicago
School theories” have taken root that make it difficult to establish
antitrust violations in the first place. There is an assumption that
business can be trusted to do the right thing and that the markets
know best, which is almost incredible to repeat here in public in
broad daylight.

Of course, leading them all is Citizens United. So that is why I
have heartened—I have been heartened to see the FTC push to ex-
pand Section 5 authority to prohibit unfair competition, heartened
to see the Department of Justice withdraw the ill-considered Sec-
tion 2 report.

The question is, what are we doing, though, now that we have
withdrawn the report? It is one thing to reject the report, but how
do we—where do we go from there? And so I am looking forward
to joining the Committee in this examination of these very critical
issues.

I welcome and thank the witnesses for being here.

Mr. JOHNSON. Thank you, Mr. Chairman.
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We will now turn to the respected and distinguished Member of
the Judiciary Committee—the Ranking Member—and also Member
of this Subcommittee, Mr. Lamar Smith, from Texas.

Mr. SmiTH. Thank you, Mr. Chairman.

The Judiciary Committee has a long history of oversight to en-
sure that American markets retain healthy competition. At the
heart of that competition is the Sherman Act, which the Supreme
Court has dubbed the Magna Carta of free enterprise.

Antitrust laws are unusual in our legal regime in that they are
enforced by two Federal executive branch agencies—the Depart-
ment of Justice and the Federal Trade Commission. Antitrust en-
forcement has also expanded beyond America’s borders. In 1890 the
United States became the first country to codify an antitrust law.
Today over 100 countries have some sort of competition law, includ-
ing China.

This hearing gives us the opportunity to see how the two anti-
trust agencies are faring in enforcing U.S. antitrust laws in a
globalized economy. During the campaign President Obama prom-
ised to reinvigorate antitrust enforcement, so my question for to-
day’s hearing is this: How have things changed from the previous
Administration to this one? How, for example, are the two agencies
responding to international enforcement efforts by countries like
China?

At the Antitrust Division Assistant Attorney General Varney
made a very public revocation of the previous Administration’s Sec-
tion 2 report. How as this affected your approach to Section 2
cases? Has this Antitrust Division brought any monopolization
cases? How do those numbers compare with the previous Adminis-
tration?

One area of strong enforcement by the previous Administration
was criminal prosecution of price-fixing conspiracies. How many
new criminal prosecutions has this Antitrust Division brought com-
pared to the previous Administration? With respect to merger en-
forcement, how many more cases has this Administration brought
than the previous one?

At the Federal Trade Commission I have similar questions about
how enforcement has varied from the previous Administration to
this one. For example, has the FTC brought more cases under Sec-
tion 5 than during the previous Administration?

Of course, numbers tell only part of the story. There are also
questions about the types of cases that are being brought and how
they are being prosecuted.

In 2008 Chairman Conyers and I sent a letter to the FTC raising
concerns about the different enforcement procedures and standards
that the FTC uses in pursuing merger challenges. It is my under-
standing that the FTC has continued to argue for a lower prelimi-
nary injunction standard than the Department of Justice. This dif-
ference in approaches concerns me and it is something that I plan
to follow up on.

I also have questions about the recent decision by a Federal mag-
istrate judge in FTC v. Bisaro. The judge in that case has raised
troubling questions about actions that the FTC allegedly took to
negotiate a deal between two private companies.
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I know that the FTC has responded to the interrogatories and
has challenged the assertions made by one of the lawyers in the
case. However, I would like Chairman Leibowitz to give us a fur-
ther understanding of the facts in this matter.

I support robust antitrust enforcement. It is the key to maintain-
ing competitive markets and ensuring that consumers have access
to the most goods at the lowest prices possible.

However, antitrust enforcement should be fair and transparent.
American businesses need to have clear rules of the road in order
to compete effectively against each other and in world markets.

I look forward to hearing the testimony today of Chairman
Leibowitz and Assistant Attorney General Varney on these and
other matters, and I hope that they will respond to these questions
either verbally or in writing after this hearing.

I thank you, Mr. Chairman. I will yield back.

Mr. JOHNSON. I thank the gentleman for his statement.

Without objection other Members’ opening statements will be in-
cluded in the record, and I am now pleased to introduce the wit-
nesses for today’s hearing.

Our first witness is Christine Varney, assistant attorney general
for the Department of Justice’s Antitrust Division. Ms. Varney was
confirmed as assistant attorney general for the Antitrust Division
in April of 2009.

Prior to joining the DOJ she was a partner at the law firm
Hogan Lovells. From 1994 to 1997 she served as a commissioner
of the Federal Trade Commission.

Our second witness is Jon Leibowitz, chairman of the Federal
Trade Commission. Mr. Leibowitz was designated chairman of the
FTC by President Obama in March of 2009, having served as a
commissioner since 2004.

Prior to joining the FTC Chairman Leibowitz served as chief
counsel to the Senate Antitrust Subcommittee as well as chief
counsel to Senator Herbert Kohl. He has also previously worked as
an attorney in private practice.

Thank you both for your willingness to participate in today’s
hearing. Without objection your written statement will be placed
into the record and we would ask that you limit your oral remarks
to 5 minutes.

You will note that we have a lighting system that starts with a
green light. At 4 minutes it turns yellow, then red at 5 minutes.
After each witness has presented his or her testimony, Sub-
committee Members will be permitted to ask questions subject to
the 5-minute limit.

Assistant Attorney General Varney, will you please begin?

Good morning.

TESTIMONY OF THE HONORABLE CHRISTINE A. VARNEY, AS-
SISTANT ATTORNEY GENERAL FOR ANTITRUST, U.S. DE-
PARTMENT OF JUSTICE, WASHINGTON, DC

Ms. VARNEY. Thank you, Mr. Chairman.

Chairman Conyers, Members of the Subcommittee, it is a pleas-
ure to be here today on behalf of the Justice Department and dis-
cuss the Antitrust Division’s work over the last year. Competition,
as many of the Members have noted, is a cornerstone of our Na-
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tion’s economic foundation. At the Antitrust Division we use sound
competition principles and antitrust precedents to evaluate each
matter carefully, thoroughly, and in light of its particular facts.

Our enforcement helps keep markets competitive, promotes con-
sumer welfare, and spurs innovation. We appreciate the Sub-
committee’s active interest in and strong support of our law en-
forcement mission—yes?

Mr. JOHNSON. Would you pull the microphone just a little closer?
Thank you.

Ms. VARNEY. Thank you, Chairman.

Thank you, Chairman.

I am surrounded by chairmen.

We are particularly thankful that this Committee, with the sup-
port of the Obama administration, led the effort to eliminate anti-
trust immunity for the health insurance industry.

Merger enforcement continues to be a core priority for the divi-
sion. We are committed to blocking mergers that will substantially
reduce competition.

For instance, we are litigating a case involving the Nation’s larg-
est dairy processor seeking to restore competition so that schools,
grocery stores, and consumers in Illinois, Michigan, and Wisconsin,
will pay lower prices for milk. Our intended challenge to Blue
Cross Blue Shield of Michigan’s proposed acquisition of Physicians
Health Plan led the parties to abandon their deal. In both matters
we coordinated closely and successfully with the states’ attorneys
general.

We have also settled cases when our competitive concerns can be
addressed. In the Ticketmaster settlement the merged company di-
vested more ticketing assets than it gained from the merger and
subjected itself to tough anti-retaliation and anticompetitive bun-
dling restrictions.

At the same time I want to underscore that we are also com-
mitted to quickly closing investigations of mergers that do not
threaten consumer harm, such as Oracle’s acquisition of Sun and
Microsoft’s joint venture with Yahoo.

In our criminal program we continue to uncover and prosecute
a number of cartels that inflict significant competitive harm. These
efforts were recently enhanced by the Congress’ extension of the
Antitrust Criminal Penalty Enhancement and Reform Act,
ACPERA. Again, we thank you for leading the effort to extend that
program through a 10-year reauthorization.

Our recent prosecutions have resulted in significant fines and jail
time. In 2009 the division obtained more than $1 billion in criminal
fines.

Our civil non-merger program remains active as well. In addition
to our ongoing investigations, which I cannot discuss, let me just
mention two matters that have settled.

The first concerns the largest seller of electric capacity in New
York City. In that case we alleged that Keyspan engaged in an
anticompetitive swap transaction that likely increased electricity
prices. That settlement, now pending, includes a $12 million
disgorgement payment. The second case, which settlement is also
pending, enjoins a group of Idaho surgeons who organized a boycott
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of Idaho’s worker compensation system, essentially refusing to
treat injured workers.

The Antitrust Division has stepped up its efforts to strengthen
markets and preserve economic freedom and fairness. Promoting
competition principles through broad advocacy efforts and regu-
latory outreach is one of our highest priorities. The division works
with a broad range of Federal and state agencies to promote com-
petition across a number of vitally important industries, including
transportation, energy, telecommunications, banking, and agri-
culture.

My first year in the department has been remarkable. Working
at the Justice Department with Attorney General Holder and the
dedicated men and women of the Antitrust Division, we are doing
all we can to ensure that our markets are open and fair, giving
business predictability and stability, consumers more and better
choices, and spurring innovation. I have enjoyed a very close work-
ing relationship with Chairman Leibowitz, and we continue to ad-
dress the Nation’s anticompetitive problems together.

That concludes my remarks, and I have provided much longer
written statement that describes some of our matters in more de-
tail. I am grateful to have the opportunity to be here and look for-
ward to answering your questions.

[The prepared statement of Ms. Varney follows:]
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Good morning Chairman Johnson and members of the Subcommittee. It is a pleasure for
me to appear before you today on behalf of the Department of Justice to discuss with you the
work of the Division over the last year.

Competition is a cornerstone of our nation’s economic foundation. The Department of
Justice’s Antitrust Division takes a measured approach to enforcement using sound competition
principles, evaluating each matter carefully, thoroughly, and in light of its particular facts. Our
enforcement helps keep markets competitive, thereby protecting consumers and spurring
innovation. We appreciate this Committee’s active interest in—and strong support of—our law
enforcement mission. We are particularly thankful that this Committee, with the support of the
Obama Administration, is leading the effort to eliminate antitrust immunity for the health-
insurance industry.

The Antitrust Division is galvanizing the tremendous skills of our lawyers and
economists to coordinate strong enforcement with thorough market and policy analysis, as part
of a broad effort to encourage competition. In addition to our enforcement efforts, the Division

plays a vital role within the government promoting competition. We are mindful that initiatives
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in other parts of the government can often have significant competition implications, and we
share our expertise throughout the government. We also listen to other parts of the government,
academics, and marketplace leaders to learn from them and anticipate potential antitrust
problems to better serve American consumers.

Merger enforcement continues to be a core priority for the Antitrust Division. We are
committed to going to court to block those mergers that will substantially reduce competition.
The commitment to litigate enhances our ability to negotiate settlements that simultaneously
enable any procompetitive aspects of a deal to go forward yet also prevent harm to consumers.
At the same time, we are also committed to quickly closing our investigations of mergers that do
not threaten consumer harm so as not to unnecessarily impede business operations. Just as
consumers rely on us to protect them against harmful business combinations, businesses should
also be able to rely on us to quickly and efficiently clear their lawful transactions.

One enforcement action that remains in active litigation involves the nation’s largest
dairy processor. In January, the Division filed suit to undo the merger of Dean Foods and
Foremost Dairy, alleging that the merger reduced competition for milk sold to schools, grocers,
and retailers in Illinois, Michigan, and Wisconsin. The Department’s suit seeks not only to undo
the 2009 deal but also an order requiring Dean to notify the Department before any future
acquisition involving a milk processing operation. More generally, this enforcement action is
indicative of this Department of Justice’s commitment to our nation’s farming industries.

Investigation dynamics can be difficult in transactions, like the one between Dean and
Foremost, where the pre-merger notification process under the HSR Act does not apply and the
parties are free to close their transaction before review of the transaction is complete.

Nevertheless, the Division continues to investigate and, where appropriate, take action against
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transactions that do not require pre-merger notification. Another example of our law
enforcement was the abandonment by Blue Cross-Blue Shield of Michigan of its proposed
purchase of Physicians Health Plan of Mid-Michigan. Had that acquisition gone forward, it
would have given Blue Cross control of nearly 90 percent of the commercial health insurance
market in the Lansing, Michigan, area, resulting in higher prices, fewer choices, and a reduction
in the quality of commercial health insurance plans purchased by Lansing area residents and their
employers. The acquisition also would have given Blue Cross the ability to control physician
reimbursement rates in a manner that could harm the quality of health care delivered to
consumers. We informed the parties that we would file an antitrust suit to block the transaction,
and the parties then abandoned the deal.

It is in the shadow of our willingness to litigate that we have also been able to obtain
several settlements that simultaneously resolve our competitive concerns while permitting the
parties to proceed with those parts of their transaction that do not threaten consumer welfare.

For instance, in January, the Antitrust Division announced that it would require Ticketmaster, the
world’s largest ticketing company, to license its ticketing software, divest ticketing assets, and
subject itself to anti-retaliation provisions in order to proceed with its proposed merger with Live
Nation Inc. The remedy, which remains under Tunney Act review, will give concert venues
more choice for their ticketing needs and will promote incentives for competitors to innovate and
discount.

The proposed relief in the Ticketmaster matter is both structural and behavioral. The
settlement requires Ticketmaster to divest more ticketing than it will gain through its acquisition
of Live Nation. Simultaneously, the licensing solves a second competitive issue by giving AEG,

an integrated competitor, the ability and incentive to compete with the combination of
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Ticketmaster and Live Nation for concert promotion, venue management, and ticketing. Under
the settlement, Ticketmaster will be required to license its ticketing software to AEG, which had
been Ticketmaster’s single largest customer. AEG will now have the opportunity and incentive
to compete in primary ticketing, both in its own venues and third-party venues, thereby opening
the door for AEG to become a vertically integrated competitor with competitive incentives
similar to those of the merged company. In addition, Ticketmaster was required to divest
Paciolan, an established ticketing business that sells tens of millions of tickets annually. Finally,
the settlement provides tough, ten-year, anti-retaliation provisions that prohibit anticompetitive
bundling and should keep the merged company in check. Those anti-retaliation provisions
illustrate a slight shift of Division policy in realm of merger remedies. Although we generally
prefer structural solutions, we are also committed to thinking creatively about market conditions
and employing behavioral solutions, particularly when they are needed, in tandem with structural
solutions, to protect against consumer harm.

Another transaction where we were able to obtain a consent decree resolving our
competitive concerns involved Bemis’s $1.2 billion acquisition of the Alcan Packaging Food
Americas business from Rio Tinto. As originally proposed, the transaction would have
combined Bemis and Alcan, two of the leading U.S. manufacturers of (1) flexible-packaging
rollstock for chunk, sliced, and shredded natural cheese and (2) flexible-packaging shrink bags
for fresh meat. Without divestitures, the acquisition would have led to higher prices, lower
quality, less favorable supply-chain options, reduced technical support, and less innovation. The
settlement, which has been approved by the court, requires the companies to divest Alcan
contracts and intellectual property, plants located in Oklahoma and Wisconsin, and other assets

necessary to the manufacture of flexible packaging for natural cheese and fresh meat.
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Similarly, we moved quickly to remedy the combination of the nation’s two largest
providers of voting machines. Again, this transaction fell below the HSR-reporting thresholds,
so our investigation began only after the parties had combined their assets and dismantled some
of their pre-combination operating divisions. The settlement, which has been approved by the
court, provides quick, effective relief resolving our competitive concerns and enabling local and
state jurisdictions to obtain competitive bids for their immediate voting equipment needs.

Specifically, under the settlement, the acquirer, Election Systems & Software, was
required to divest the means to produce Premier Voting Equipment Systems, including the
necessary intellectual property, tooling, fixed assets, inventory of finished devices, and
replacement parts. The settlement also prohibits ES&S from bidding on new voting equipment
system contracts using the Premier equipment. Last month, Dominion Voting Systems
purchased the Premier assets from ES&S. The divestiture allows Dominion to contract
immediately with third party manufacturers, consistent with Premier’s past practice, for the
production of Premier devices and parts.

As mentioned earlier, the Antitrust Division is also committed to expeditiously closing
those matters that do not threaten consumers. Unnecessary delay is simply unacceptable. For
instance, the Justice Department did not challenge either the combination of Oracle and Sun or
the collaboration between Microsoft and Yahoo!. In other words, we seek to ensure that our
commitment to vigorous enforcement of the antitrust laws does not impede legitimate business
transactions that do not run afoul of the antitrust laws.

On civil non-merger issues, we have two matters that remain under court review through
the provisions of the Tunney Act. In the first, we allege that the then-largest seller of electricity

capacity in the New York City market engaged in an anticompetitive swap transaction that likely
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resulted in a price increase for retail electricity suppliers and, in turn, an increase in electricity
prices for consumers. In the second, we allege that a group of Idaho orthopedic surgeons
organized a boycott of ldaho’s workers’ compensation system, essentially refusing to treat
injured workers. Our proposed decree would enjoin the conduct.

In our criminal program, we continue to uncover and prosecute a number of cartels that
inflicted significant competitive harm. These efforts were significantly enhanced by the
provisions of the Antitrust Criminal Penalty Enhancement and Reform Act, which supplements
our leniency program, and we thank you for leading the effort to extend that program through a
ten-year reauthorization.

Recently, we have prosecuted criminal cases against firms and individuals in several
industries, including air transportation services, liquid crystal display panels, financial services,
Internet services for disadvantaged schools and libraries, packaged ice, environmental services,
and post-Hurricane Katrina remedial work. Those prosecutions resulted in significant fines. In
our most recent fiscal year 2009, the Division obtained more than $1 billion in fines, which is the
second highest amount of total fines ever obtained by the Division in a fiscal year. The bulk of
those fines were the result of the Division’s investigations of the air transportation and LCD
industries. Recent fines in the air transportation area includes (1) a $119 million fine against
Luxembourg-based Cargolux Airlines International, (2) a $109 million fine against LAN Cargo,
a Chilean company, and a Brazilian company that it substantially owns, (3) a $50 million fine
against Korea-based Asiana Airlines, (4) a $45 million fine against Japan-based Nippon Cargo
Airlines, and (5) a $15.7 million fine against EL AL, an Israeli company. Recent fines in the
LCD area include (1) a $400 million fine—the second largest fine in Antitrust Division history—

against Korean LCD manufacturer LG Display and its California subsidiary, (2) a $220 million
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fine against Taiwan manufacturer Chi Mei Optoelectronics, (3) a $120 million fine against
Japanese manufacturer Sharp, (4) a $65 million fine against Taiwan manufacturer Chunghwa
Picture Tubes, (5) a $31 million fine against Japanese manufacturer Hitachi Displays, and (6) a
$26 million fine against Japanese manufacturer Epson Imaging Devices.

In addition to corporate fines, holding culpable individuals accountable by seeking jail
sentences also remains an effective way to deter and punish cartel activity. Individuals
prosecuted by the Division are being sent to jail with increasing frequency and for longer periods
of time. In our most recent fiscal year, courts imposed more than 25,000 jail days against
defendants in Antitrust Division matters. Defendants prosecuted by the Division are, on average,
serving increasingly longer sentences, and they are also going to jail with increasing frequency.
For instance, in the 1990s, 37 percent of defendants prosecuted by the Division were sentenced
to jail on average. Last year, 80 percent were.

In addition to the threat of fines and jail time, rigorous internal compliance programs,
where employers rigorously instruct their employees about the requirements of the antitrust laws
and set up internal controls to protect against cartel activity, are another important deterrence
mechanism that can prevent harmful cartel activity from occurring in the first place. As we
move forward, we look forward to encouraging firms to undertake effective compliance
programs and thinking creatively about ways to stimulate them. Early detection of criminal
antitrust activity allows companies, where necessitated, to take advantage of the Division’s
criminal leniency program.

On the competition-advocacy front, the Antitrust Division has stepped up its efforts with
various programs and initiatives directed at strengthening markets and preserving economic

freedom and fairmess. Promoting competition principles through broad advocacy efforts and
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regulatory outreach is one of our highest priorities. As a result of our enforcement efforts, the
Antitrust Division has gained enormous insight into the competitive dynamics of many
industries. We are committed to sharing that expertise throughout the government to enhance
pro-consumer outcomes. To that end, the Division works actively with a broad range of federal
and state agencies to promote competition principles across a number of vitally important
industries in our economy, including agriculture, telecommunications, energy, financial services,
and healthcare.

Prominent among these efforts is our work in the agriculture industry. Earlier this year,
the Department of Justice and the Department of Agriculture launched a series of workshops
around the United States to discuss competition and regulatory issues in the agriculture industry.
Both Attorney General Holder and Secretary of Agriculture Vilsack are personally participating
in these unprecedented series of joint public workshops, which are the first-ever sponsored
jointly by the Justice Department and the USDA to discuss competition and regulatory issues in
the agriculture industry.

The first workshop was held in March of this year in Ankeny, lowa, and featured panel
discussions on a variety of topics important to America’s farmers and ranchers, including
competitive dynamics in the seed industry, trends in contracting, transparency, and buyer power,
and concluded with public testimony. More than 700 citizens were in attendance. We had our
second hearing in Normal, Alabama, where we addressed the concerns of poultry farmers, trends
in poultry production, and related regulatory and enforcement issues. More than 500 farmers and
other participants attended. A third hearing was held last month in Madison, Wisconsin, where
we discussed trends in the dairy industry, market consolidation, and market transparency.

Additional two hearings will be held later this year in Colorado and Washington, D.C. Among
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other lessons, these hearings have impressed upon us the vital importance of effective co-
operatives and family farms for well-functioning agriculture markets.

To maximize the effect of our learning from these hearings, the Justice Department has
formed a joint task force with the USDA to help us determine how the government can best
utilize what is learned from those hearings to help promote competition in our nation’s
agricultural markets. Even though antitrust is not the solution to all problems, we are committed
to championing throughout the government pro-consumer principles that will promote
competition in agriculture markets.

Another inter-agency task force that we are fully engaged on is the Financial Fraud
Entorcement Task Force, which the President established to strengthen efforts to combat
financial crime. Led by Attorney General Holder, the task force works with state and local
partners to investigate and prosecute significant financial crimes, ensure just and effective
punishment for those who perpetrate financial crimes, address discrimination in the lending and
financial markets, and recover proceeds for victims. We are fully engaged in this effort.

In transportation, the Division has been working closely with the Department of
Transportation, especially on issues related to antitrust immunity requests for airline alliances.
We conducted thorough investigations and filed comments with the DOT addressing the
competitive implications of immunity requests affecting the Star and oneworld alliance
agreements. We also collaborated closely with our European counterparts in those matters. In
addition, we provided to the DOT comments regarding the proposed transaction whereby Delta
and USAir would swap their slots at LaGuardia and National airports. The DOT cited our
submission extensively in its order requiring slot divestitures before the transaction could

proceed.
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We have been active in telecommunications as well. Earlier this year, the Division
submitted comments promoting competition principles with the Federal Communications
Commission regarding its national broadband plan inquiry. We are also collaborating closely
with the FCC on our concurrent review of the proposed transaction involving Comcast and NBC
in order to harmonize to the maximum extent possible government review of that deal.

In the energy sector, the Division, along with the Federal Trade Commission, recently
held an internal workshop on competition in the energy markets, which involved collaboration
with representatives from the Federal Energy Regulatory Commission, the Department of
Energy, and several state regulatory agencies. That workshop was part of a broader effort to
coordinate with state enforcers on various matters, including both particular industries and
antitrust doctrine more broadly. We are also working closely with the FERC on proposed
transactions in the energy industry in an effort to more closely align our efforts.

In intellectual property, the Division is committing significant attention to the Intellectual
Property Task Force established by Attorney General Holder. The Task Force focuses on
strengthening efforts to combat intellectual property crimes through close coordination with state
and local law enforcement partners, as well as international counterparts. It also serves as an
engine of policy development to address the evolving technological and legal landscape of this
area of law enforcement. Moreover, we have been working closely with the Patent and
Trademark Office on issues relating to the intersection between patent law and competition
principles. As part of that effort, the Department, the Federal Trade Commission, and the PTO
held a public workshop last month on the intersection of patent policy and competition policy

and its implications for promoting innovation. The collaboration marked the first time that the
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three groups had sponsored a public workshop on this vitally important aspect of today’s
economy.

In addition to collaborating on the workshop, the Division has collaborated efficiently
and effectively with the Federal Trade Commission on a number of other fronts. For example,
our joint, ongoing review of the Horizontal Merger Guidelines and examination of whether they
need to be updated in light of changes in agency practice in the eighteen years since the
Guidelines were last significantly revised has been a constructive and positive collaboration. We
are also beginning to coordinate efforts to support effective implementation of the new health-
care-reform legislation. During my confirmation hearing, | stressed the need for harmonizing
relations between the Division and the Federal Trade Commission, and we are working actively
on that.

Healthcare is a particular priority for the Department. We have been actively working on
the complicated competitive issues surrounding clinical integration among doctors, and the
resulting competitive dynamic with health insurers, in conjunction with the Federal Trade
Commission. We are also working collaboratively with the Department of Health and Human
Services on the new Affordable Care Act, seeking to proactively identify competitive issues
relating, for instance, to administrative services organizations and the new marketplace dynamics
that will be shaped by the reform.

Another important piece of the Division’s commitment to advocate on behalf of
competition and consumers is our amicus program where, often in conjunction with other parts
of the Department and other parts of the government, we participate in the filing of amicus briefs
in cases dealing important antitrust issues. For instance, the Division worked with the

Department to articulate to the United States Court of Appeals for the Second Circuit our
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competitive concerns about so-called “pay-for-delay” settlements in the pharmaceutical arena,
whereby firms agree to delay the entry of generic-drug competition through settlement of a
patent dispute.

Amicus briefs provide a valuable opportunity for the Department to offer courts the
benefits of the Division’s specialized competition knowledge and expertise. These briefs also
increase public transparency and inform the business community and antitrust counselors about
the Division’s approach to key antitrust and competition issues. Through our amicus program,
we also are able to articulate our views about the proper scope and reach of new and important
decisions. In this regard, it is worth noting that the Federal Trade Commission, in its recent
testimony before this Committee, has identified a “worse case” reading of the recent Zrinko and
Credit Suisse decisions. While we appreciate the Commission’s concern about how these cases
could be inappropriately applied in other contexts, we understand the Court’s reasoning to be
limited to the facts and circumstances presented in those particular cases. We are working
diligently to enforce the antitrust laws consistent with our understanding of the Court’s
precedents.

A very recent milestone for our amicus program occurred earlier this year when the
Supreme Court issued its American Needle decision, which accorded with the recommendation
of the Solicitor General. The Court’s unanimous decision was an important win for consumers.
It clearly stated that competitors, including joint ventures involving sports leagues and teams, are
subject to the antitrust laws and rejected an effort to create a broad immunity under the antitrust
laws for agreements among competitors. The decision ensures that playing fields remain open

and competitive, providing consumers with more choices.
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Not only are we championing consumers and competition domestically, but we are also
actively engaging with the global antitrust community, which has grown as the scope of
international business operations have grown. The Division works with international
competition groups, like the Organisation for Economic Co-operation and Development and the
International Competition Network, as well as international competition agencies, to promote
competition and consumer interests across the globe. Our efforts to spearhead this important
priority have been particularly enhanced by the strong relationship we have with our counterparts
in the European Union. By way of example, we recently had a particularly constructive working
relationship with the European Commission analyzing the transaction between Cisco and
Tandberg, and we aim to build upon that relationship going forward.

A particular priority has been promoting dialogue on the importance of transparency, due
process, and fairness among international competition agencies. These efforts include
participating in international workshops on a broad range of policy issues and contributing to
guidance documents promulgated by organizations like the OECD and the ICN. The Division
also consults bilaterally with a range of international jurisdictions on issues like adopting new
antitrust laws, drafting guidelines, intellectual property licensing, and cooperation on
international investigations and enforcement actions. Among many accomplishments, the
Division and the FTC entered into a groundbreaking Memorandum of Understanding with the
Russian Federal Anti-Monopoly Service in November 2009. We are also engaging actively with
the relatively new Chinese and Indian competition authorities, and are establishing relationships
there that will serve as springboards for future dialogue and discussion. For example, over the
past year, the Division has had exchanges with Chinese agencies on their proposed regulations

and guidelines, arranged a training program for eighty Chinese judges, and participated as
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instructors in workshops on merger enforcement, cartels, and other topics. The Division also
participates in the Administration’s initiatives in China, including the U.S.-China Strategic and
Economic Dialogue and the Investment Forum. These and related efforts seek to promote the
adoption of sound competition principles and antitrust enforcement around the world.

My first year as AAG has been remarkable. Working within the Justice Department on
Attorney General Holder’s team and closely with the dedicated men and women of the Antitrust
Division, we are doing all we can to ensure that the competitive playing field is open and fair,
giving consumers more and better choices. Ilook forward to year two and am committed to
further fulfillment of what we started.

Mr. Chairman, that concludes my remarks. Tam grateful to have had the opportunity to

speak with you, and am happy to answer any questions.

Mr. JOHNSON. Thank you, Ms. Varney.
Next we will hear from Chairman Leibowitz.
Please proceed.
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TESTIMONY OF THE HONORABLE JON LEIBOWITZ, CHAIRMAN,
FEDERAL TRADE COMMISSION, WASHINGTON, DC

Mr. LEiBOowITZ. I will move the mic closer, too.

Chairman Johnson, Chairman Conyers, Mr. Coble, Members of
the Subcommittee, thank you so much for inviting me to testify
here today. I am delighted to be here with my friend and colleague,
Christine Varney. As you already have my written statement let
me spend my allotted time talking about just a few of the inter-
esting issues that we are focusing on right now at our agency.

To start, let me mention that after a several-year losing streak
we recently won a handful of merger cases. These deals include the
merger of Thoratec and HeartWare, which would have combined
the only two producers of critical heart devices used by patients
waiting for a heart transplant or experiencing severe heart prob-
lems. By challenging this transaction, which we believe to be a
merger to a monopoly, we ensure that patients, including former
Vice President Dick Cheney, would have more choices, prices would
be reduced, and innovation increased.

We have also been aggressive when we find mergers that we
think will decrease competition, but just as important, we are not
afraid to hold off when we think a major deal is not going to cause
consumer harm. A recent example of this is Google AdMob, which
we investigated thoroughly but unanimously decided not to chal-
lenge. And most of our antitrust decisions have been unanimous to
challenge or not to challenge.

We are not perfect, but I do believe we are striking the right bal-
ance to protect consumers yet still allow businesses latitude to com-
bine when appropriate.

Right now our top competition priority at the commission is to
stop pay for delay agreements between brand-name and generic
drug makers. We estimate that these sweetheart deals will cost
consumers—and do cost consumers—about $3.5 billion a year.

And, Mr. Coble, I think it was a terrific idea for you to ask the
pharmaceutical industry to comment on these numbers. They have
not done it and these numbers have been available for almost a
year. I would like to see what they say.

By now you are all familiar with this story: Brand-name drug
companies sue their generic competitors claiming that the generic
has violated their patent and then they turn right around and they
settle the case by paying off the generic not to compete—that is,
to delay entering the market. It is win-win for the companies who
get to keep monopoly profits, but it is lose-lose for consumers who
are left holding the bag or footing the bill for medicines they may
desperately need.

Because of our enforcement efforts there was not a single pay for
delay agreement in 2004, but since 2005, after a few misguided
court decisions, the number of agreements has steadily increased.
In preparation for today’s hearing we asked staff to check on the
number of patent settlements filed so far this fiscal year and the
numbers paint a bleak picture, as you can see from the chart.
Within the first 9 months of fiscal year 2010 there have been 21
suspect agreements—21, which is more than the 19 filed for all of
last year. Indeed, more than the number filed in any previous fiscal
year.
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The new settlements protected branded drug sales of over $9 bil-
lion, and that is almost an epidemic. Left untreated, these types of
settlements will continue to insulate more and more drugs from
competition and continue to raise the health care cost curve.

Every single FTC commissioner—Republican, Democrat, and
Independent, going back through the Bush and to the Clinton ad-
ministration—has called for an end to these unconscionable agree-
ments, and more and more others are coming around to review.
Under Christine Varney the Department of Justice position has
evolved considerably, and it now agrees that pay for delay settle-
ments are presumptively anticompetitive.

The Second Circuit recently encouraged plaintiffs in a pay for
delay case to request an en banc review of a previous ruling allow-
ing these deals, thanks in part to an excellent brief filed by the De-
partment of Justice. As Members of this Committee know, circuit
courts ask for an en banc very, very rarely.

But as we also know, litigation can take a long time and it would
be much faster and more direct to enact legislation. Such legisla-
tion has now passed the House twice as well as the Senate Judici-
ary Committee. It has the endorsement of President Obama. So we
are going to continue to work with Congress to finish the job and
hopefully that will be later this year.

Let me also discuss the commission’s increasing use of our Sec-
tion 5 unfair methods of competition authority, which allows us to
go beyond the ambit of the antitrust laws to protect consumers.
Congress granted us this authority in 1914 and balanced it by lim-
iting the availability of remedies under Section 5.

Now, in recent years Section 5 has been used sparingly, but since
the 1970’s and 1980’s, as you mentioned, Mr. Conyers, the courts
have restricted the range of antitrust, to some extent as a result
of the Chicago School and to some extent, I think, in reaction to
the costs of private treble damage litigation. Let me note, of course,
that the Chicago School has in some ways improved antitrust en-
forcement by emphasizing rigorous economic analysis and effi-
ciencies. However, the result of these changes has also been to
limit the FTC, which has no treble damage authority, in our effort
to protect competition and consumers.

Section 5, carefully applied, is practically tailor-made for this sit-
uation. It can effectively protect consumers but it is not an anti-
trust law and does not, on its own terms, create treble damage li-
ability. So we have broad bipartisan support within the commission
to use Section 5 in appropriate circumstances, and we are going out
and doing it.

Mr. Chairman, I ask for an additional 30 seconds.

Mr. JOHNSON. Without objection.

Mr. LEiBowITZ. Thank you.

In addition to consumer protection and antitrust the commission
also has a statutory policy function going back to 1914. An upcom-
ing policy project will focus on health care reform and competition
policy. Another one focuses on the future of news in the Internet
age, a topic this Committee considered at a hearing last year.

We are doing a lot of other important work that I would be glad
to discuss, including, with Assistant Attorney General Varney, an
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update of the Horizontal Merger Guidelines and a new rule prohib-
iting market manipulation in the petroleum industry.

But I will stop now; I know I have exceeded my time. And I am
happy to answer questions.

[The prepared statement of Mr. Leibowitz follows:]

PREPARED STATEMENT OF THE HONORABLE JON LEIBOWITZ

Prepared Statement of
the Federal Trade Commission

Before the
United States House of Representatives
Committee on the Judiciary
Subcommittee on Courts and Competition Policy

Oversight of the Federal Trade Commission Bureau of Competition

and the Department of Justice Antitrust Division

Washington, D.C.
July 27,2010



27

Introduction

Chairman Johnson, Ranking Mcmber Coblc, and Mcmbers of the Subcommittee, thank
you [or the opportunily to appear belore you today. I am Jon Leibowilz, Chairman of the
Federal Trade Commission, and 1 am plcascd to testify on behalf of the FTC to discuss our
compelition enforcement activities and the many important antitrust issues under your
jurisdiction.! Today, this testimony will highlight scveral kcy arcas of our compctition agenda:
ending pay-for-delay pharmaceutical agreements that cost consumers at least $3.5 billion per
year; blocking or modifying anticompetitive mergers; revising the Horizontal Merger
Guidelines; developing policy guidance regarding the ongoing changes in news media markets;
cffectively using our enforcement authority under Section 5 of the Federal Trade Commission
Act; and acling to promole competilion in the energy seclor.

As the Mcembers of this Subcommittee know very well, frec and open markets are the
[oundation of our economy, and competilion is essential for those markets lo [unclion, Years of
cxpericnee have proven that competitive markets work better than anything clsc to bring
consumers lower prices, grealer innovation, and choice among products and services. For that
reason, one of the Commission’s primary obligations is to remove the obstacles that impede
competilion, allowing its benefils lo {low lo consumers.

To meet that obligation, thc Commission has an aggressive and active antitrust
enlorcement agenda. Our jurisdiclion is broad, and we enlorce the laws in a wide range ol

markets. In order to maximize the impact of our efforts we attempt to focus on arcas that most

! The written statement represents the views of the Federal Trade Commission. My oral
presentation and responses to questions are my own and do not necessarily reflect the views of
the Commission or of any other Commissioner.
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directly affect consumers and businesses, such as health care, energy, emerging technologies,
real cstatc, and rctail.

The Commission’s competition agenda (alls into three broad calegories: merger review;
investigations of anticompetitive unilatcral and coordinated conduct; and competition policy
analysis.

With regard to mergers, Commission staff reviews proposcd and consummated deals to
ensure that they do not “substantially lessen competition.” As necessary, the Commission [iles
complaints to cnjoin anticompctitive mergers, or, if we have reason to belicve that only some
aspecls ol a merger are likely to have adverse compelitive eflects, we negoliate remedies that
address thosc concerns.

Of course, businesses engage in a range ol other activities, some ol which have
implications for compctition, and thc Commission is always on the lookout for potentially
anticompelilive conduct. This conduct may be unilateral — for example, when a monopolist
requires cxclusivity from its customers in a way that harms the ability of other suppliers to
compete [airly [or those customers. Or the conduct might be coordinated — [or example, when a
brand pharmaccutical company pays a gencric pharmaccutical company to kecp its product off
the markel.

Congress also has cmpowcered the Commission to provide substantive policy analysis and
guidance, and we [ocus signilicant resources on [ulfilling this parl of our mission. The
Commission analyzcs a widc varicty of competition issucs via rescarch, workshops, and
hearings, and these eflorts resull in a steady stream ol detailed and thoughtful reports, studies,

advocacy filings, and amicus bricfs.
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The Commission is gratified that we can now [ulfill our broad range of responsibilities
with a full Commission, including our two ncwest Commissioncers, Julic Brill and Edith
Ramirez. As a Commission, we are working together in a bipartisan manner 1o bring
cnforcement actions — whether in large or small markets — that will bencefit consumers and
protect competition. Of course, it should go without saying that we are carelul o avoid
interfering with the kind of aggressive, rough-and-tumble competition that has long been the
hallmark of our dynamic economy. Al the same lime, however, we will acl against mergers and
conduct that go over the line and threaten competition — cven if thosc cases are difficult oncs,

and even when they involve some ol our country’s mosl success(ul companies.

L Ending Pay-for-Delay Pharmaceutical Agreements

Onc of the Commission’s top competition prioritics is stopping “pay-for-dclay”
agreements belween brand-name pharmaceutical companies and generic compelitors that delay
the entry of lower-priced gencric drugs into the market. These are scttlements of patent
litigation in which the brand-name drug (irm pays its polential generic competitor to abandon a
patent challenge and delay cntering the market. Such scttlements, known as pay-for-delay,
exclusion payments, or reverse payments, efleclively buy more protection [rom compelition than
the assertion of the patent alone provides. And they do so at the cxpensc of consumers, whose
access Lo lower-priced generic drugs is delayed, somelimes [or many years.

Agrcements to climinate potential competition and sharc the resulting profits arc at the
core ol what the anlitrust laws proscribe, and [or that reason the Commission believes strongly
that these pay-for-delay scttlements arc prohibited under the antitrust laws. We arc making some
progress in our ellorts to block these deals, bul a number of obstacles remain and the legal

3
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environment remains unsettled. In 2005, several courts took, what is in our view, an unduly
Ienient approach to such agreements in drug patent scttlements. As a result, it became
increasingly dillicult to halt pay-for-delay seitlements through litigation, and such settlements
have now beconic a common industry strategy.

These developments are extremely troubling. Delays in generic competition harm all
thosc who pay for prescription drugs: individual consumers, the federal government (which
purchases roughly one-third of all prescriptions), state governments struggling with the cost of
providing acccss to health carc, and Amcrican busincsscs striving to compete in a global

economy. This year, a comprehensive FTC stall report studied this problem, and

found:

. The number of these agreements is increasing, [rom zero in (iscal year 2004 to 19 in
(iscal year 2009;

. Thesc deals currently protect at least $20 billion in sales of branded drugs from generic
compelition;

. On avcerage, the deals delay the availability of cost-saving gencerics by 17 months; and

. If not stopped, pay-lor-delay deals will, even using conservative assuniptions, cost

consumers $3.5 billion a year.*

In simple terms, the numbers document how these sweetheart deals increase prescription drug
costs for Amcrican consumers.
Unfortunately, the most recent data conlirms that these deals are a growing problem.

Bascd on a prcliminary analysis, alrcady, in the first ninc months of FY 2010, there have been

* “Pay-for-Delay: How Drug Company Pay-Offs Cost Consumers Billions,” FTC Staff
Study (Jan. 2010), www.ftc.gov/os/2010/01/1001 1 2paviordelayrpt.pdf. In addition, the
Commission staff releases detailed annual summaries on the type of settlements brand and
generic companies are entering. See www.{ic.gov/0s/2010/01/1001 1 3mpdim2003rpt.pd(

4
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more brand-generic settlements involving some sort of compensation — 21 — than in any prior
full fiscal year. Thosc scttlements protect $9 billion in prescription drug sales. At the same
time, the settlement (ilings confirm that brand and generic companies can seltle their disputes
without brand companics paying their gencric competitors not to compete. Scventy-five percent
of all final patent settlements — 63 — did not involve compensation {rom the brand company (o
the generic combined with a delay in gencric entry.

Because ol the inherently anticompelitive nalure of these deals and the enormous
consumer harm causcd by pay-for-dclay, the Commission continues to challenge them despite
some earlier setbacks in the courts. For example, we are still actively pursuing lwo major pay-
for-dclay cascs: onc against Solvay Pharmaccuticals (owned by Abbott Laboratorics) and
generic manufaclurers (Watson Pharmaceulicals, Par Pharmaceutical, and Paddock Laboratories)
regarding AndroGel, a testosterone replacement drug often used by victims of testicular cancer,
and the other against Cephalon regarding the drug Provigil, a sleep disorder medication with
ncarly $1 billion in annual U.S. sales.” In addition, Commission staff arc continuing to initiatc
new invesligations inlo other pay-for-delay agreements.

And we have reason to belicve that the tide may be turning, both in the courts and in
Congress. A few months ago, an appellate panel in the Second Circuit, which previously had
adopted a permissive approach to pay-for-delay scttlements, took the extraordinary step of

queslioning its own slandard and explicitly encouraged consumer plaintif(s to request the courl’s

* Inre AndroGel Antitrust Litig. (No. 11), 1:09-MD-2084-TWT (N.D. Ga. Feb. 22, 2010)
(granting defendants” motion to dismiss); F7C v. Cephalon, Inc., No. 2:08-cv-2141 (E.D. Pa.
Mar. 29, 2010) (denying motion to dismiss), www.flc.gov/os/caselist/0610182/index, shim.
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en banc re-consideration ol the pay-lor-delay issue.’ Both the Federal Trade Commission and
the Department of Justice filed briefs with the Sccond Circuit advocating that the full court
revisit this issue.” In another promising development, in March 2010, a lederal district court
judge in Philadclphia denicd a defensc motion to dismiss the Commission’s casc against
Cephalon. That case is now in the discovery phase.

Solving this problem through the courts, howcever, will take time, and Amcrican
consumers will suller higher costs for prescription drugs. Therelore, even as we [ight against
pay-for-dclay scttlements in the courts, we arc working to help find a legislative solution to the
problem. Legislation would be the most ellective way to siop these deals. We know the
Administration supports a lcgislative fix as a critical part of President Obama's health carc plan,
and the Commission will continue to work with Congress (o address this issue. In the meantime,

the agency will continuc to aggressively pursuc our investigations and cnforcement actions.

1 See Arkansas Carpenters Health and Welfare Fund v. Bayer AG, Nos. 05-2851-cv(L),
05-2852-cv(CON) (2d Cir. Apr. 29, 2010) (affirming summary judgment for defendants but
inviting plaintif(s 1o petition for rehearing en banc).

° Consumer organizations; slale atlorneys general; and law, economics, and business
profcssors also submitted strong amici bricfs advocating for a full court revicw. See Bricf of
Amcrican Antitrust Institutc as Amicus Curiac Supporting Appcllants; Bricf of AARP ct al. as
Amici Curiae Supporling Appellants; Brief ol Consumers Union et al. as Amici Curiae
Supporting Appellants; Briel of 34 State Attorneys General as Amici Curiae Supporling
Appcllants; Bricf of 86 Law, Economics, Public Policy, and Busincss Profcssors as Amici
Curiac Supporting Appcllants, Arkansas Carpenters Iealth and Welfare Fund v. Bayer AG, Nos.
05-2851-cv(L), 05-2852-cv(CON) (2d Cir. May 20, 2010}.
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11 Stopping Anticompetitive Mergers

The Commission’s merger revicw program is critical to maintaining compcetitive markets.
Merger (ilings have rebounded over the last year, and the Commission continues to carefully
review transactions for potential anticompcetitive cffcets, and to challenge mergers in appropriate
circumstances. During fiscal year 2009, the Commission challenged 19 mergers. In nine of
thosc cascs the partics agreed to a consent order, in three they abandoned the deal, and in a
record seven cases we authorized stafl lo [ile a complaint in federal district courl or in an
administrative proceeding.” Additionally, through the first threc-quarters of fiscal year 2010, the
Commission has brought 14 merger enlorcement actions. These challenges covered a wide
range of markcts, including pharmaccuticals and medical devices, truck stops, fertilizer,
marketing databases, the [uneral services induslry, and the chemical industry.

Just as important, when after a thorough investigation we determinc that a deal is not
anlicompetitive, we do not hesitate to close the investigation and allow the parties {0 move
forward with their transaction. This happens as a matter of coursc on a wide range of mergers,
bul one prominent recent example is the Google/Admob deal, where the Commission also issued
a statcment cxplaining why it closcd the investigation. We will continuc to cmploy our
resources ellectively by [ocusing our eflorts on deals that have a signilicant polential to lessen

competition and harm consumcrs.

¢ See FTC Competition Enforcement Database, Merger Enforcement Actions,
www. [l¢. gov/be/caselist/merger/index.shiml.
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IIl.  Proposed Revisions to the Horizontal Merger Guidelines

In April, the Commission, in conjunction with the Antitrust Division of the Department
of Justice, released [or public comment a proposed updale ol the Horizontal Merger Guidelines.”
The Guidelines outline for courts and practitioners how the federal antitrust agencics cvaluate
the likely competilive impact ol mergers and whether those mergers comply with U.S. antitrust
law. The last major revision to the Guidcelines was in 1992, and they have been widely used and
quoted in the inlervening years. Advances in economic understanding and addilional experience,
howcver, have gradually modificd the way that the agencics cvaluate and investigate mergers.
As a resull, the 1992 Guidelines no longer ofler an entirely accurale representalion ol agency
practices. To cnsure that the Guidclines remain a uscful tool, the Commission and the Antitrust
Division have worked logether Lo revise the Guidelines to more accuralely rellect the way the
FTC and DOJ currently conduct merger reviews. These proposed Guidelines will assist the
business community and antilrusl practilioners by increasing the transparency ol the analylical
process underlying the agencics’ enforcement decisions.

This update of the Guidelines is also notable [or the transparency ol the process. The
proposcd revisions werc issucd after consideration of public comments and input reecived during
a series ol five joinl FTC/DOJ workshops held over the past six months, which were open o the

public and attcnded by attorneys, academics, cconomists, consumer groups, and busincsscs.®

’ Horizontal Merger Guidelines For Public Comment (Apr. 20, 2010),
www. e, gov/opa/2010/04/hme shtm,

¢ Horizontal Merger Guidelines Review Project Website,
www. [le.gov/be/workshops/hmg/index.shiml.
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The result is a revised version of the Guidelines that more closely reflects the current
practice of the antitrust agencics. Onc of the key differences is that the proposcd Guidelines
clarily that merger analysis does nol use a single methodology, but is instead a [act-specilic
proccss, using a varicty of tools to analyzc the evidence. The Guidelines also explain that
market delinition is not an end in and o[ itsell, nor always the starting point ol merger analysis,
but instcad a tool uscd to illuminate the potential competitive cffccets of the proposced merger.
Another highlight is the increase in the Herfindahl-Hirschmann Index (“HHI”) concentration
levels likely to warrant cither further scrutiny or challenge from the agencics; again, this update
more accuralely rellecls current agency praclice, and provides a more uselul benchmark for
businesscs considering potential deals.

We have been gratilied by the reaction from the legal and business community. The
Guidclines have been warmly reeeived by a wide range of practitioners, consumer groups,
businesses and academics. We received 31 comments on the proposed revisions and are
currently considcering those viewpoints as the Commission and the DOJ work to finalize the new
Horizontal Merger Guidelines, Of course, we welcome any comments and questions from the

Members of the Committec.

IV.  Policy Projects

The Commission continues o pursue an active policy and research agenda, and as a part
of thesc efforts the FTC regularly holds hearings and workshops to cxamine important cconomic
and competition issues allecting businesses and consumers. A recent example is a series of
workshops cntitled “How Will Journalism Survive the Internct Age?” We arc holding this scrics
of workshops because the expansion of electronic commerce and media is challenging

9
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conventional journalism business models. This is a sea change that has implications both [or
competition among mcdia outlcts and our democratic socicty. The Commission’s workshops
have been designed lo [ocus atlention on this emerging dynamic, assess the range of economic
and policy issucs raiscd by the changes in the market, and cxplorc how compctition can be uscd
to enhance consumer wellare.

The FTC held the first workshop in December 2009, and the opening session featured
contributions [rom a diverse group ol well-informed participants, from Rupert Murdoch to
Arianna Huffington. Owners of news organizations, journalists, bloggers, tcchnologists,
economists, and other academics discussed the changing dynamics ol the news business and
considered what new journalism business modcls might cvolve in the futurc. The workshops
continued in March 2010, when experts in a variety ol [ields discussed the pros and cons of a
number of proposals to increasc the cfficiency and profitability of journalism, including: morc
accessible and more manageable government data; possible changes Lo copyright law, various
new business modcls, and collaborations among ncws organizations. And in Junc, the
Commission held a [inal public workshop to compare the policy options put [orth by various
industry stakcholders. The Commission plans to issuc a report on this project in the fall.

An upcoming policy project will [ocus on health care reform and compelition policy.
The Paticnt Protection and Affordable Carc Act, the health carc reform law, cstablishes now
programs [or Medicare (and some Medicaid beneliciaries) called "accountable care
organizations," or ACOs. The purposc of ACOs is to foster higher quality and more cfficient
provision of health care services through, among other things, coordination ol care among
providers. This fall, the FTC will sponsor a workshop to focus on how ACOs could affcct
compelilion in commercial health care markets.

10
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V. Section 5 of the Federal Trade Commission Act

As the Mcembers of this Committec arc well aware, the Federal Trade Commission has
enforcement authority beyond that ol the Sherman and Clayton Acts. When Congress created
the FTC in 1914, it cmpowcrced the agency to prevent “unfair methods of compctition” through
Section 5 ol the Federal Trade Commission Act.” Congress was dissatisfied with the state of
antitrust cnforcement at that time, and its goal was to creatc an agency with broader jurisdiction
than the Department of Justice. At the same time, Congress sought o balance that broader
jurisdiction with a limitation on the actions that may be taken under the new law. Spccifically,
the Commission is not entitled to treble damages, and Section 5 does not provide [or a privale
right of action. Thus Scction 5 provides somewhat limited remedics but allows the Commission
lo reach a broader range of anlicompetitive conduct — such as conduct that undermines
competition without nceessarily violating the Sherman Act.

This broad authorily is clear in the legislative history ol the FTC Act, which shows that
Scetion 5 was not cnacted merely to mirror the Sherman Act. Rather, as Congressman Stevens
of New Hampshire, who later became an FTC Commissioner, slated, a principal impetus behind
the Act was that "it [would] give to this commission the power of preventing in their conecption
and in their beginning some of these unlair processes in compelition which have been the chiel

sourcc of monopoly.”"® The Supreme Court subscquently has confirmed a broad view of Scction

* 15U.8.C. § 45.

51 Cong. Ree. 13,118 (1914). Senator Cummins, one of the bill’s main proponents,
squarely stated on the Senate floor: “[t]hat is the only purpose of Section 5 — to make some
things punishable, to prevent some things, that can not [sic] be punished or prevented under the
antitrust law.” 51 Cong. Rec. 12,454 (1914).

11
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5, but lower courts in the 1970s and 1980s struck down several FTC efforts to use this authorily
in cascs that went well beyond the confines of the Sherman Act. After thosc cascs, until
recently, the Commission had generally limited use of ils Section 5 authority.

However, developments in antitrust jurisprudence have prompted a reconsideration of the
Commission’s approach to Section 5 enforcement. Since the 1970s, the Supreme Court has
increasingly narrowed the scope of the Sherman Act, in part due to conccerns that private class-
aclion anlitrust litigalion and the impact of lreble damage awards will lend Lo deler legitimale,
competitive activity."” But whatcver the rcason, the result is that the antitrust agencics find
themselves limiled in their abilily lo challenge anlicompetilive conduct that harms consumers —
cven though the usc of Scction 5 by the Commission should limit the remedial and follow-on

litigation concerns thal may be raised by the use of the Sherman Acl.

" FTCv. Sperry & Hutchinson, 405 U.S. 233, 240 (1972). Also, the Supreme Court
obscrved in Indiana Federation of Dentists that the “standard of ‘unfairness” under the FTC Act
is, by nceessity, an clusive onc, cncompassing not only practices that violatc the Sherman Act
and the other antitrust laws bul also practices thatl the Commission delermines are against public
policy lor other reasons.” FTC v, Indiana Federation of Dentists, 476 U.S. 447, 454 (1986).

2 See, e.g., Bell Atlantic Corp. v. Twombly, 127 S. Ct. 1955 (2007); Verizon
Communications Inc. v. Law Offices of Curtis V. Trinko, LLP, 540 U.S. 398 (2004); State Oil
Co. v. Khan, 522 U.S. 3 (1997); Brooke Group Ltd. v. Brown & Williamson Tobacco Corp., 509
U.S. 209 (1992); Matsushita Elec. Indus. Co. v. Zenith Radio Corp., 475 U.S, 574 (1986);
Monsanto v. Spray-Rite Serv. Co., 465 U.S. 752 (1984); Continental T.V., Inc. v. GTE Sylvania,
Inc., 433 U.S. 36 (1977). As indicated in the FTC tostimony submitted to this Subcommittee on
June 15, 2010, two recent cases, Credit Suisse v. Billing, 551 U.S. 264 (2007), and Verizon
Communications Inc. v. Law Offices of Curtis V. Trinko, LLP, 540 U.S. 398 (2004), could be
read Lo make it more difficult to bring imporiant antitrust cases in regulated sectors. [ concerns
about the costs and benefits of private antitrust enforcement in such industries were to inhibit
public antitrust enforcement, that would be an unfortunate result, and one that would make it all
the more important that the Commission make appropriate use of Section 5 in the manner
provided for by Congress.

12
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Accordingly, the Commission is aclively considering how il can best use Section 5 to
cnhance enforcement in a responsible and transparent manner. We have held a workshop'? to
assess the best uses of Section 5, and are planning to issue a report with our conclusions. Qur
recent casc against Intel included a frec-standing unfair method of competition claim,* and last
month, the Commission [iled a Section 5 case against, and reached a settlement with, U-Haul."®
The Commission charged that U-Haul invited its competitor to collude by suggesting price
increases on renlal trucks - something that allects everyday consumers directly. The
Commission will not hesitate to aggressively enforce Scetion 5 against conduct like this.

Of course, in using our Section 5 authority the Commission will [ocus on bringing cases
where there is clear harm to the competitive process and to consumers. Broad bipartisan support
exists within the Commission Lo use Section 5 in appropriale circumstances., We are conlident
that Scction 5 will prove to be an cffcctive mechanism to block anticompetitive behavior, and
will allow the Commission to aggressively protect consumers without sparking concerns in the

courts.

¥ “Section 5 of the FTC Act as a Competition Stalule,” Workshop Websile,
www.{le.gov/be/workshops/sections/index.shiml,

Y In the Matter of Intel Corporation, Dkt. No. 9341 (issucd Dcc. 16, 2009),
www.fic.gov/os/adipro/d9341/091 2 16intclempt.pdf.

* FTC Press Release, “U-Haul and its Parent Company Settle FTC Charges That They
Invited Competitors to Fix Prices on Truck Rentals,” (June 30, 2010)
hip//www. lle.gov/opa/2010/06/uhaul.shim

13
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VL Energy

The petrolcum industry plays a crucial rolc in our cconomy, and few issucs arc more
important to consumers and businesses than the prices they pay lor gasoline and energy to heat
and light their homes and businesscs. Because of this, the Commission carcfully monitors
energy markets and devotes signilicant resources (o maintain and protect competition across a
wide range of industry activitics. This work is undertaken by a large number of cconomists and
allorneys who specialize in the energy seclor.

Merger review is an cssential part of this cffort, and in 2009 the Commission reviewed
proposed acquisitions involving relined petroleum products, pipelines and terminals, liquelied
petrolcum gas (propanc), lubricant oils, natural gas, and natural gas liquids storage and
transporlation. A proposed consent decree resolving a recent merger enlorcement action against
the proposcd $1.8 billion acquisition of Flying J by Pilot Corporation would result in divestiturcs
lo preserve compelition in the lravel cenler business, which provides diesel [uel and other
scrvices to long-haul trucking fleets. Under the terms of the proposed FTC consent agrecment,
Pilot, which operales the nation’s largest lravel cenler network, would sell 26 localions lo
another compctitor as a condition of the acquisition. This divestiturc would prescrve
compelilion in over-the-road sales of diesel (uel to long-haul trucking (leets thal otherwise would
have been lost.

In addition, the Commission is continuing its efforls on the “Gas Price Monitoring
Projcct” that began in 2002. The monitoring projoct is a daily, in-depth review of retail and
wholesale prices of gasoline and diesel (uel in 20 wholesale regions and approximalely 360 retail

arcas across the United States. This daily monitoring provides information that helps the
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Commission lo investigate potentially anticompetitive conduct in [uel markets and serves as an
carly-warning system to alert our cxperts to unusual pricing activity.'®

Last November, the Commission added another tool Lo its arsenal. Pursuant to authority
granted by Congress undcr the Encrgy Independence and Sceurity Act of 2007, the Commission
issued the Petroleum Markel Manipulation Rule, which prohibits (raud or deceil in wholesale
petroleum markets.”” The agency conducted an cxtensive rulemaking proceeding to decide
whether and how lo crall such a rule, holding a public workshop with participanis representing
industry, government agencies, academics, and consumers; holding numecrous mectings with
consunier groups, lrade associations, and businesses; and considering over 150 written
comments from consumers and busincsscs. The Commission worked diligently on this issuc for
16 months and promulgated a rule that meets the goal of Congress. Importantly, the rule
prohibits not only falsc statcments but also statcments that intentionally omit matcrial
information and are likely to distort peiroleum markets. Commission stall has prepared a
compliance guide for busincsscs, which cxplains the rule in depth and provides examples of the
Lype ol actions that would violate it," Examples ol potential violations include: (alse public
announcements of planncd pricing or output decisions, falsc statistical or data rcporting, and

wash sales intended lo disguise the actual liquidity of a market or the price ol a particular

1% See Gasoline and Diescl Pricc Monitoring, www.ftc.gov/ftc/oligas/pas price.hitm.

'" See FTC Prcss Relcase, Now FTC Rulc Prohibits Petroloum Market Manipulation
(Aug. 6, 2009), www. fic.sov/opa/2009/08/mmr.shim; 74 Fed. Reg. 40686 (Aug. 12, 2009).

¥ Guide to Complying with Petroleum Market Manipulation Regulations,
www. [ic.gov/08/2009/11/091 1 1 3mmrguide.pdf.
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product. The Market Manipulation Rule has only been in effect [or a short time, and the agency
plans to aggressively enforee the rule as needed.

In addition to these actions, Commission economists and attorneys issue reports on
cnergy matters, including market statistics and trends, for usc by Congress and other
policymakers. For example, the Bureau of Economics recently released three working papers
rclated to petroleum.” In addition, the Commission has submitted multiple comments to the
Federal Energy Regulatory Commission (FERC) on a broad range ol compelition-related
issucs.”

The Commission will continue Lo utilize ils expertise in all of these ways Lo promole

competition in the cnergy scctor and pursuc potential illegal conduct that harms consumers.

Y In Working Paper No. 300, enlilled Petroleum Mergers and Competition in the
Northeast United States, the Bureau reporled on a retrospective evaluation ol two consummaled
transactions — Sunoco’s 2004 acquisition of El Paso’s New Jerscy petrolcum refinery and
Valero’s 2005 acquisition of Premeor’s Delaware refinery. Working Paper No. 302, Asymmetric
Pass-Through in U.S. Gasoline Prices, presenled new evidence (hal upward cosl shocks are
passed through more quickly than downward cosl shocks in Uniled Stales gasoline prices.
Working Paper No. 303, Edgeworth Price Cycles in Gasoline: Evidence from the U.S., uscd
multiple methods to identify price cycles in retail gasoline and dicscl price. The reports arc
available al hitp://www.lic.gov/be/econrpt.shim,

#® See Comment of the Federal Trade Commission on Control and Affiliation for
Purposes of the Commission’s Market-Bused Rute Requirements Under Section 205 of the
Federal Power Act and the Requirements of Section 203 of the Federal Power Act, FERC
Docket No. RM09-16-000 (Mar. 29, 2010); Comment of the Federal Trade Commission on
Control and Affiliation for Purposes of the Commission’s Market-Based Rate Requirements
Under Section 205 of the Federal Power Act and the Requirements of Section 203 of the Federal
Power Act, FERC Docket No. PL09-3-000 (Apr. 28, 2009); Reply Comment of the Federal
Trade Commission on Transmission Planning Processes Under Order No. 890, FERC Docket
No. AD09-8-000 (Dec. 3, 2009). The comments are available at
htip://www.le.gov/opp/advocacy date.shim.
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VII. Consumer Protection

On the consumer protection front, the Commission continucs to usc aggressive law
enflorcement, innovative consumer and business education, and partnerships with other [ederal
and statc law cnforcement agencics to further the rcach of our initiatives. In particular, the FTC
has increased its emphasis on protecting consumers in (inancial distress, Since January 2009,
the FTC has brought 40 law cnforcement actions against defendants who engaged in unfair or
deceptive practlices against (inancially-distressed consumers, and the agency continues ils
rulecmaking and consumer cducation cfforts rclated to financial scrvices. By working closcly
wilh slate alloreys general, we have expanded the reach of these ellorls through the filing of
morc than 200 cnforccment actions by our statc partners.

The FTC continues Lo vigorously enlorce the rule prohibiling marketing calls to
consumers who have signed up for the National Do Not Call Registry — which now covers morc
than 200 million phone numbers. The Commission also lakes enlorcement action against
deceptive telemarketing. For example, during the past year, the Commission filed ten new
aclions that atlack the use ol harassing “robocalls” — the automalted delivery of prerecorded
messages — to deliver deceptive telemarketing pitches promising such things as extended auto
warranlies and credit card interest rale reduction services.”'

Privacy also rcmains a significant priority. Consumecrs recognize and valuc the
Commission’s leadership on privacy matters. In a recent survey, the Commission came in
sccond in a ranking of the government agencics consumers trust with their personal information.

The Ponemon Institute asked consumers Lo rank 75 [ederal agencies on how well they handle the

2 See, e.g., FTC Press Release, At FTC’s Request, Court Halts Massive Robocall
Operation (June 10, 2010), hitp:/www.flc.gov/opa/2010/06/asiapaci fic.shim.
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challenge ol keeping personal information privale, and reported that the FTC is the second-most
trusted ageney for privacy protection (behind only the U.S. Postal Scrvice).”? But there is still
work to be done, and the Commission will continue 1o lead the way in developing and promoting
policics and practices that safeguard consumers’ privacy. In addition to the agency’s 29
enlorcement actions against businesses that [ailed to prolect consumers’ personal information,
the FTC is actively engaged in an cffort to cxamiinc privacy issucs morc broadly. FTC staff
convened three public roundtables (o explore concerns about consumer privacy and ensure thal
the Commission’s approach to privacy keeps pace with the latest technologics and cmerging
business models,”® The Commission plans Lo release recommendations lor public comment later
this ycar.
VIIL. Conclusion

The Commission is active in a numbecr of other arcas that may be of intcrest to the
Subcommillee, such as clinical inlegration of medical practices and consideralion of the use of
Resale Pricc Maintcnance policics in light of the recent Supreme Court decision in Leegin.

Thank you [or this opportunily to share highlighls of the Commission’s recent work (o
promotc and protcct competition in the marketplace. The Commission looks forward to
continuing o work with the Subcommillee Lo ensure thal our antitrust laws and policies are

sound and that they benefit consumers without unduly burdening busincsscs.

2 http://www.ponenion.org/mews-2/32

* See generally FTC Exploring Privacy Website,
www. fle. gov/bep/workshops/privacyroundiables/index.shiml.
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Mr. JOHNSON. Thank you, Chairman Leibowitz.

And now we will begin with the questioning, and I will take the
first round. Given the shifts to rule of reason analysis and the deci-
sions Trinko, Twombly, and Credit Suisse, is it harder to bring an
antitrust case now than it was 10 years ago? And what do you
think is the effect on the American public?
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Ms. VARNEY. Congressman, our view at the department is that,
while Supreme Court precedent is always paramount in our anal-
ysis of particular facts, the cases that you mentioned we believe are
limited to the facts presented in those cases. And we have not nec-
essarily found them, at this point, to be a barrier to bringing cases,
as we have many investigations, which I cannot comment on.

As those investigations come to fruition and you see cases I may
be back to you with a view as to whether or not those Supreme
Court precedents have inhibited our enforcement of the law. But at
this time we view those cases as limited to their facts.

Mr. LEiBowITZ. Reasonable people can disagree about the effects
of Trinko and Credit Suisse and some of the other decisions by the
Supreme Court. We think it is a potential impediment, and so that
is part of the reason why we have moved to using our Section 5
unfair methods of competition authority, which is sort of penumbra
around the antitrust laws because we are in the business of trying
to stop anticompetitive behavior that harms consumers, and this is
a tool in our arsenal.

But as Assistant Attorney General Varney mentions, some of this
will depend on the cases we bring and the responses we get from
the courts. And so we are all working together to try to move for-
ward on protecting competition and consumers.

Mr. JOHNSON. Thank you.

Mr. Chairman, I find that as I get to the—towards the top of my
lifespan that my hearing is starting to be a little bit lessened as
a result, and so I would strongly urge you to speak directly into
the microphone, kind of like what I am doing, and that way at
least I will be able to hear you. And I appreciate it.

Intellectual property rights standards and antitrust are critical
interrelated issues internationally. Given discussions in Europe,
China, the OECD, and the WIPO, the amount of emphasis the U.S.
government has placed on defending I.P. rights around the world
and the challenges we face in China and elsewhere in ensuring pro-
tection for American intellectual property, what is the Administra-
tion’s strategy going forward, and how are we actually managing
the dialogue on these critical issues abroad, and you coordinating
a message on these issues with commerce, USTR, USPTO, State,
and others?

Ms. VARNEY. As you may know, Chairman, the White House has
established an I.P. working group and task force that is headed
and run out of the White House. That task force includes members
from the PTO, from the Department of Commerce, the Department
of State, USTR, the Department of Justice—we are all there and
we are committed to protecting intellectual property here and
abroad. We work very closely on that matter.

When it comes to the intersection of antitrust and intellectual
property, I think the chairman does an incredible job of providing
technical assistance, which I am sure he will speak to, to a lot of
emerging antitrust regimes, and we try to work very closely with
their technical assistance programs in a lot of the emerging anti-
trust regimes.

We want to be sure that the laws reflect what is antitrust and
is not used in any way to inhibit American entry into markets
when intellectual property is present. So we see an intersection be-
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tween intellectual property and antitrust, but we do not want to
see antitrust laws around the world used in any way to inhibit
trade and competition.

Mr. LEIBOWITZ. Yes. And I agree with everything that Assistant
Attorney General Varney said.

We do do a lot of technical assistance with countries. We do help
them write their antitrust law, which we think generally reflect
best practices of antitrust. Usually they use the American antitrust
laws and sometimes the European antitrust laws as a guidepost.

We were very, very involved with helping China write its anti-
trust laws, which have just been implemented, and we will see how
well they work.

And again, you know, we feel very, very strongly that the more
competition you have in foreign countries the better it is for all con-
sumers, and particularly American consumers and American busi-
nesses.

Mr. JOHNSON. Thank you.

I will now turn to Mr. Coble for questions.

Mr. CoBLE. Thank you, Mr. Chairman.

Ms. Varney, good to have you and the chairman on the Hill
today.

Mr. Chairman, in the—regarding the reverse payment context, I
have heard that the FTC has suggested that the courts should not
have the authority to review these settlements because the courts
have an incentive to approve settlements that the commission does
not have—that is, namely, that the courts are too busy. What do
you say to that assertion, and if so, do you—if you support it do
you have examples of that having actually occurred?

Mr. LEiBowITZ. Well, I would make a couple of points: Whenever
we bring a case, and we have two cases pending: one in the district
court in the Third Circuit involving a drug called Provigil, which
is a wakefulness drug used by people in the armed services on long
missions, narcoleptics, and children; and another in the 11th Cir-
cuit—we go to court, and we have to prove our case.

I would say this—and this is true well beyond the pay for delay
settlement issue a lot of times judges, they have busy dockets, they
have to put criminal matters first, and I think that settlements are
generally something they look favorably on.

And when you have two companies that were in litigation, a
brand and a generic, and they both turn around and say, “We have
a settlement,” there is an incentive, for courts to agree with that,
and consumers are the ones who aren’t at the table who aren’t
making the deal, and they are the ones who lose from these reverse
payment settlements or pay for delay settlements, which we believe
cost consumers $3.5 billion a year.

And then the only other point I want to make is that the 21
deals that we have seen in the first three quarters of this fiscal
year is the highest number we have seen so far in any fiscal year.
These are deals that we believe delay generic competition and cost
all of us more money, whether it is embedded in our health care
costs, as a cost of health care insurance, or whether we have to go
out and buy drugs because we don’t have insurance, and there are
still 40-plus million uninsured Americans.

Mr. CoBLE. Well, thank you, Mr. Chairman.
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Ms. Varney, I will start with you, and either of you may answer.
There have been a lot of recent news reports over Google’s behavior
in collecting personal information from WiFi networks from spe-
cially designed automobiles or vehicles roaming through the
streets. More than 30 state attorneys general, led by Attorney Gen-
eral Blumenthal, of Connecticut, have announced an investigation
in this matter, and I think they joined probably a dozen or so na-
tions who are also investigating.

Since Google acknowledges that it roamed in each of the 50
states it is probably irrelevant to every Member of this Committee
if, in fact, the rights of our constituents have been violated. To
date, however, I believe neither the Department of Justice nor the
Federal Trade Commission has commented on the so-called SpyFi
issues. Is either of you all involved with cooperating with the var-
ious state attorneys general on this matter?

Mr. LEIBOwITZ. Well, we don’t confirm investigations unless com-
panies do, but we have said that we are taking a close look at this
matter.

Mr. COBLE. Ms. Varney?

Ms. VARNEY. Chairman, that is outside my jurisdiction. That is
a privacy and tracking matter, and unless it is brought to our at-
tention that there is some anticompetitive conduct involved there,
that is probably something that would be best looked at by the
Federal Trade Commission.

Mr. CoBLE. I got you.

One more question, if I may, Mr. Chairman?

Mr. LEIBOWITZ. Yes, sir.

Mr. COBLE. Google recently announced it was entering the travel
business with the purchase of ITA. ITA, as we know, supplies infor-
mation to a variety of Web sites that benefit consumers, such as
Expedia, Travelocity, and Priceline. These travel sites benefit con-
sumers by offering them real choices, and they are obviously con-
cerned about the prospect of the world’s largest Internet company
entering their respective businesses.

Which of your agencies plan to review this matter, and do you
have a timeline on that?

Ms. VARNEY. Obviously we don’t comment on any pending inves-
tigations, either the chairman or myself, so I can assure you that
should this transaction go forward and is reportable under the
Hart-Scott-Rodino procedures to report transactions under—and be
reviewed under the Clayton Act, Section 7, we will carefully evalu-
ate which agency has the best expertise to review the transaction,
and we will do so. And I am sure, actually, no matter which agency
is reviewing the transaction, we will call on each other’s expertise.

Mr. LEIBOWITZ. We will.

Mr. CoBLE. Thank you both.

I yield back, Mr. Chairman.

Mr. JOHNSON. Thank you, Mr. Coble.

I will next turn to the Chairman of the Judiciary Committee for
his questions.

Mr. CoNYERS. Thank you for your statements. Let’s look histori-
cally at where we are now.

Were the railroad cases the first big antitrust cases followed by
the telephone cases?
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Mr. LEIBOWITZ. And oil, yes.

Mr. CONYERS. Oil.

But the mergers keep coming; the anticompetitive activity is still
roaring down the runway. Corporate power globally is increasing.
The lives of everybody now are impacted, and even governments
are impacted.

I can remember, Mr. Chairman, when I made my first trip to the
African continent. Most of the companies there were larger than
the companies—most of the companies there were larger than the
countries that they were in, in terms of power and influence. In
many instances it hasn’t changed that much.

Do you agree with this trend that I am—this picture that I am
summarizing, that corporations keep getting bigger and keep af-
fecting more control and power over not only the people on the
planet, but the countries that govern the people in the various,
what is it, 132 nations in the world—192? Let’s talk about that, la-
dies and gentlemen.

Ms. VARNEY. Certainly, Chairman, in my travels around the
world, which have been far less extensive than yours, we see the
increasing importance of corporations in a global and increasingly
interclonnected and dependent world. And I see it everywhere I
travel.

And there are corporations, certainly, that have enormous influ-
ence in economies everywhere. At the same time I, not too long
ago, was in sub-Saharan Africa, and I was informed—I don’t know
that this is accurate, but I was informed at the time that China
is actually the largest investor right now in sub-Saharan Africa.

So I think it is an increasingly complex, increasingly inter-
connected, and increasingly global world where some participants,
be they governments or be they private sector participants, are
having influence beyond what you would have seen at the turn of
the century when you referenced the very first big antitrust cases.

Mr. LEIBOWITZ. Yes. And I would agree with everything that As-
sistant Attorney General Varney said. I would just add this: When
you look at the origins of the Sherman Act in 1890, I think part
of what Congress was trying to reach was sort of the undue influ-
ence of corporations.

Of course, corporations also provide enormous benefits to Amer-
ican consumers and to consumers around the world. I would say
this, you have asked us sort of a meta-question that goes well be-
yond the jurisdiction of our agencies. There was a piece in the, Na-
tional Law Journal yesterday—I will put it in for the record—that
really talked about how active the two agencies have been——

Mr. CONYERS. Yes.

Mr. LEIBOWITZ. And so within the narrower confines of the work
that we do I think we have done a pretty good job. I can say that
about the Antitrust Division. I can’t necessarily say that about the
Commission—I don’t have quite as much objectivity with respect to
the FTC.

Mr. ConYERS. Well, when are we going to get a Section 2 case?
We haven’t got any so far.

Mr. LEIBOWITZ. Actually, and I hate to correct the Chairman of
the Committee on a factual matter, we have a Section 2 case. Actu-
ally, we have several Section 2 cases right now. One is a pharma-
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ceutical reverse payment case; that is the Third Circuit case involv-
ing Cephalon. Another is a case we have brought using both Sec-
tion 2 monopolization and Section 5 unfair methods of competition,
as well as unfair and deceptive acts or practices against Intel.

And then, during the Bush administration we actually had a
very significant standard-setting case that was a monopolization
case involving a company called Rambus. We lost that in the D.C.
Circuit, but we are going to continue to look around for a

Mr. CoNYERS. I stand corrected.

Attorney General, when are you going to get into that?

Ms. VARNEY. Mr. Chairman, you will have a case from us when
we have the facts and evidence ready to bring the case. We have
many investigations, which I can’t comment on, going on right now.

We have also been very active in stopping anticompetitive merg-
ers, in fixing—allowing parties to cure potential anticompetitive ef-
fects of mergers. So I think we are very active, and I—you know,
Section 2 cases take, as I think the Chairman

Mr. CoNYERS. Of course.

Ms. VARNEY [continuing]. Quite a bit of time to develop the facts
and the evidence.

Mr. CoNYERS. They are complex.

But just closing, Mr. Leibowitz, you know, telling me about how
much good corporations are doing are balanced by how much bad
some are getting away with. That is two different subjects.

I mean, I applaud capitalism under regulation, but this picture
is getting more and more bleak. The mergers are still roaring
ahead, which, incidentally, after all of our prattling about small
business, that makes it that much harder for small business to
ever get started in this kind of atmosphere.

Mr. JOHNSON. Thank you, Mr. Chairman.

Next I would recognize my good friend from Utah, Mr. Chaffetz.

Mr. CHAFFETZ. Thank you, Mr. Chairman.

And thank you both for being here.

Mr. Leibowitz, if we could start with you just real quickly, let me
talk just for a moment about the Cephalon situation, where we
have—my understanding is a D.C. Federal court—district court
Judge Kay, for the first time, my understanding is, in 33 years ac-
tually offering some limited discovery into that case. Can you ex-
pand—I mean, is this—I think you know the situation that we are
talking about, but is this something that the FTC does, and this
type of activity, in terms of getting in the middle the way that it
did?

Mr. LEIBOWITZ. It is a very fair question, and let me respond to
it. Let me respond to it first by bifurcating it a little bit.

Again, we take a perspective at the FTC—and we are very, very
bipartisan—to try to get the greatest good for the greatest number
of people, and that is how we came up with or decided to make pay
for delay settlements a major commission issue.

We believe—or our Bureau of Economics reported—that it costs
consumers $3.5 billion a year, and we are going to be resolute in
trying to stop these deals, whether by getting a case to the Su-
preme Court or by trying to pass legislation in Congress.

As for the issue involving Watson and Mr. Bisaro’s deposition, let
me make a couple of points. We play by the rules at the FTC, when
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the magistrate issued the opinion and he asked for limited dis-
covery of the commission we decided—and this is almost unprece-
dented—to make our interrogatories public. It was a vote of the
commission; it was a five to zero vote. And we did that because we
thought it was important to get all the facts out.

Again, I believe we play by the rules. I think as the facts do come
out you will see that we didn’t do anything wrong.

I will say this: Mr. Bisaro, who is the person who has avoided
our subpoena, our deposition, for almost a year now—you know, I
just don’t quite understand this. If this Committee were doing an
investigation—if your Committee were doing an investigation, as a
routine investigation, which this is—or a typical investigation—and
someone refused to come and testify, I think you would be upset
with it. And I think there——

Mr. CHAFFETZ. I may be upset, but, you know, you have a Fed-
eral judge who for the first time in 33 years decided that they were
going to go ahead and allow some additional discovery

Mr. LEIBOWITZ [continuing]. We are happy, Mr. Chaffetz, to have
some discovery, because we don’t think we did anything wrong. We
think that Watson has just been slinging mud at us, and some of
it will stick occasionally.

Mr. CHAFFETZ. Okay. Fair enough.

Let’s go back to the Google situation. And I found it very inter-
esting that Ms. Varney gave an answer for we—us—talking about
two different agencies. And that is part of the question as to which
agency does it go to? How do you make the determination as to
who is going to do what?

You seem very capable of answering the question for the FTC,
but for those businesses and organizations that are trying to figure
out how to move forward with their regulators how do you make
these types of determinations? I mean, is this

Ms. VARNEY. I think, Mr. Chaffetz, that generally I would say—
in 98 percent of the matters it is very clear to the parties which
agency, based on history and expertise

Mr. CHAFFETZ. But for that extra 10 percent——

Ms. VARNEY. The extra 2 percent

Mr. CHAFFETZ. Two percent. Sorry—98 percent, okay.

Ms. VARNEY. It is difficult. It is absolutely difficult to know with
certainty which agency is likely to have the right expertise——

Mr. CHAFFETZ. So if somebody calls in and says, hey, you know,
and they think it is at Justice and maybe it is a—how do you
deal—do you have procedures in place for both agencies to

Ms. VARNEY. Very efficiently. And the reason that either one of
us can answer for both is because this—what you are talking about
is something that is called preclearance, and it is a process that is
housed at the FTC but is actually run with both of us present. So
if a party or parties are merging and they want to come in and it
is not clear which agency will review the merger, both our staffs
sit down with the merging parties on the front end and hear the
presentation, and we work very

Mr. CHAFFETZ. The customer part of it—if there is a customer
complaint does the same process work in place?

Ms. VARNEY. Generally we try and resolve which agency is going
to be reviewing a matter relatively quickly so that one of us can
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get our staffs out there and talking to customers and suppliers and
competitors and the parties.

Mr. LEIBOWITZ. So, but just to follow up on——

Mr. CHAFFETZ. Yes.

Mr. LEIBOWITZ [continuing]. Assistant Attorney General Varney’s
point, you know, she was an FTC commissioner in the 1990’s, and
a terrific one, we try very hard and—our staffs try hard and we
try very hard to make sure our staffs resolve those handful of cases
where there is—effectively a jump ball quickly, because companies
deserve a quick resolution. And I went back and I looked at the
statistics which we provided to the Committee, and of the handful
of contested clearance agreements not a single one of them went
past 15 days.

And we can still do a better job because I think we want to keep
it down to a week, and a few went over a week. But believe me,
if she and I had to deal with a lot of clearance disputes our head
would be exploding, or our heads would be exploding right here in
front of you. So we try to do a good job; we are not perfect. But

Mr. CHAFFETZ. If you could understand how that works a little
bit more clearly I would appreciate it.

Thank you, Mr. Chairman.

Mr. CoNYERS. Mr. Chairman, I ask unanimous consent to put
into the record the article that Mr. Leibowitz referenced, “FTC
Antitrust Blitz,” written only yesterday in the National Journal
newspaper.

Mr. JOHNSON. Without objection.

And we will next turn to the distinguished gentleman from
Texas, Mr. Gonzalez.

Mr. GONZALEZ. Thank you very much, Mr. Chairman.

And I take it from the witnesses’ testimony—correct me if I am
wrong—no determination has been made as to who is going to be
looking into the proposed Google-ITA business deal. Is that correct?

Ms. VARNEY. Congressman, our confidentiality rules do not per-
mit us to even comment on whether or not a particular merger has
been filed. So we can’t comment. The parties can, but we can’t com-
ment on that.

Mr. GONZALEZ. All right.

Mr. LEIBOWITZ. And Google, by the way, has generally acknowl-
edged publicly which agency gets an agreement or a merger pro-
posal, and once they do we can confirm it.

Mr. GONZALEZ. So let’s just go ahead on what has already been
reported in every major newspaper in the United States. And let’s
go in New York Times, July the 6th, “Regulators Prepare to Dig
Into Google-ITA Deal,” quote—and this is by Brad Stone—“It’s no
secret that United States antitrust enforcers are looking closely at
Google’s business practices and the way it leverages its dominance
in Web search into other Internet markets.”

So we are going to assume someone is going to be looking at it.
And it is not just Google, and we need to preface—or I need to pref-
ace my remarks—it is just not Google. It is the whole technology
that is going on out there. What happened with Microsoft years ago
and the advancing of a temporary monopoly argument—on and on.
So you have got to deal with all that, but it is very interesting to
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figure out that particular business model and its activities and its
potential spillover to other areas.

So I will go to New York Times, July 1st, “France Calls Google
a Monopoly.” “This week the French Competition Authority offi-
cially declared Google a monopoly.” “Google holds the dominate po-
sition on the advertising market related to online searches,” and
then it went on to expand.

But this is the most important part of the story: “Google’s posi-
tion, rejected by the French, is that the relevant market is all of
advertising, in which Google has a tiny share, rather than online
search ads in which it is dominant. It appears that if the French
authorities do not reverse that conclusion in their final ruling it
will be the first official precedent rejecting Google’s argument”—the
general argument.

“In the United States the Federal Trade Commission said in
2007 that it was possible that search ads could be a defined market
for antitrust purposes, but it did not reach a conclusion on the
issue as it approved Google’s acquisition of DoubleClick, in adver-
tising distribution network.”

So my question, to the extent that you can answer it: When does
kind of general market share translate into something that should
be drawing your concern? When do you have, as Google has ad-
vanced—Ilook, you have got to look at all advertising. Just don’t
look to that which is search-generated.

But the truth is, as technology moves forward and where adver-
tising is going, is it, in fact, something that should be isolated and
recognized as standing on its own for consideration?

Mr. LEIBOWITZ. So, let me take that question first. I saw that ar-
ticle from a few days ago about the activity of the French govern-
ment. It would be hard for me to understand how Google could
have a dominant position in all advertising. I think it is pretty
clear they have a monopoly position in search ads, and as that arti-
cle noted, we looked at Google AdMob recently; we looked at Google
DoubleClick several years ago.

Again, when you are up in the 70 percent market share, as I
think they are on search, I think everyone would believe that is a
monopoly position. It doesn’t control the entire market, but it is
dominant, as the Europeans would say.

But I would also point this out, and obviously we have had re-
views of Google-related activities and the Justice Department is in-
volved in the Google book search. Just by virtue of being a monop-
oly, that is not illegal under the antitrust laws. You have to engage
in some sort of bad conduct beyond that.

And, I think if you acquire a monopoly position by virtue of your
terrific products or your terrific marketing that is okay generally.
It is only when you go beyond that and try to stifle competition or
engage in exclusionary practices that you are engaging in some sort
of illegal monopolization.

Again, courts have pared back the ability to win monopolization
cases in the last several decades. That is no surprise to anyone.
And it’s part of the reason why we are using our unfair methods
of competition authority, which is a penumbra around the antitrust
laws—when you created the FTC you wanted an agency with very
broad jurisdiction and very weak remedies.
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We don’t put people in jail, right? We can’t fine malefactors. But
part of the reason why we are using this authority that we have
had since 1914 more often is because we want to stop anticompeti-
tive behavior that harms consumers.

Mr. GONZALEZ. But you are saying they would have to have an
affirmative act by a company on exclusionary practices before it
would be legitimate to look at it.

Mr. LEIBOWITZ. I mean, “look at it is” a non-legal term, so, we
are aware of the dominant position that certain companies have in
certain markets—Intel has in chips, Google has in search. But you
would want to see some sort of acts or an act that was designed
to unfairly, denigrate competitors before you would bring action.

Mr. GONZALEZ. And whether you had that intention or not, but
it is the result, would that matter?

Mr. LEIBOWITZ. Yes.

Mr. ConYERS. I ask that the gentleman gain an additional
minute.

Mr. JOHNSON. Without objection.

Mr. GONZALEZ. And I appreciate it, and I will give Ms. Varney
an opportunity to respond.

Ms. VARNEY. I think your question, Congressman, started with
basically a merger analysis question, and without commenting on
any particular potential merger or current merger, it is not un-
usual for us to examine what is actually a relevant market. It is
very tough in many circumstances. I think you saw that in the XM-
Sirius merger. There was a question as to whether satellite radio
was, in and of itself, a distinguishable market.

We see that often. In my time at the Department of Justice in
the many of the mergers we have reviewed the parties have argued
that the markets that the merged parties were competing in were
separate markets.

This is not an issue that we are in any way unfamiliar with. We
have tools that we use to help us assess and understand what are
the relevant markets. I am sure you won’t be surprised to know
that in virtually every merger where there is competitive overlap
the parties routinely argue that they are not in the same market.

So that is a threshold question. We have lots of tools—our re-
vised merger guidelines give lots of transparency to parties and to
practitioners as to how we assess what particular tools we will use
to try and determine what is an actionable antitrust market.

As the chairman went through the standards he was, I think, es-
sentially talking about single firm conduct. I am talking about the
tools you use to do a merger analysis.

Mr. GONZALEZ. Thank you very much.

Thank you for your indulgence, Mr. Chairman.

Mr. JOHNSON. Thank you, Mr. Gonzalez.

Next we will have questions from the distinguished gentleman
from Virginia, a man who never smiles and his—is both respected
and feared by witnesses who appear before this Subcommittee, Mr.
Bob Goodlatte?

Mr. GOODLATTE. Well, thank you, Mr. Chairman. You always
bring a smile to my face. [Laughter.]

I want to welcome the witnesses and, I must say, I am strongly
in favor of our Nation’s antitrust laws and believe they should be
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enforced to the fullest extent of the law. And I prefer them, gen-
erally, over regulations, wherever possible, because I think that if
you set parameters and tell companies that if they operate within
these parameters they are okay then it creates, I think, the max-
imum amount of competition and the maximum amount of cre-
ativity, whereas regulations often result in unintended con-
sequences that can stifle creativity in ways that simply were not
intended by the regulators.

However, the Administration enforcing these laws has to be fair,
has to be predictable, has to be uniform so that businesses know
that the ground rules, regardless of which industry they happen to
be and thus which agency reviews their activities. I also believe
that the law should be enforced objectively and not subjectively.

And I have been looking into ways to ensure that the basic
framework of the antitrust enforcement process is fair, and I hope
that the witnesses here today will join me in that effort.

So first, I direct this primarily to you, Mr. Leibowitz: One area
that I have been looking into is the different procedural tools that
the FTC and the Department of Justice posses. The FTC has dif-
ferent procedural tools available to it to challenge mergers. Like
the Department of Justice you can pursue a preliminary injunction
in Federal district court; however, unlike the Department of Jus-
tice, which combines its preliminary injunction case with a merits
trial in Federal district court, the FTC can pursue a separate ad-
ministrative case within the FTC.

To me, this raises questions of fairness. First of all, why should
mergers be subject to different procedural standards given that the
Department of Justice and the Federal Trade Commission some-
times decide who will review a merger based on basically a coin flip
or a possession arrow? You want to tackle that first and then we
will ask Ms. Varney?

Mr. LEIBOwITZ. Yes. Let me start by saying as a general matter
I agree with you that enforcement is a better approach than regu-
lation. And, we consider ourselves to be an enforcement agency. We
occasionally do write rules, but that is the exception rather than
the rule.

And then let me also let the record note that I have seen you
smile many times in the past. [Laughter.]

I understand this argument, and I have certainly heard it a fair
amount, particularly from the Antitrust Bar. But I actually think
ultimately the standards are more alike than not, and here is why:
So, if we go to court and we ask for preliminary injunction, the
Antitrust Division asks for a permanent injunction. We then have
to show in different circuits different standards.

Outside of the D.C. Circuit we have to show likelihood of success
on the merits in most circuits. In D.C. Circuit we have to show
questions that are very serious and very substantial. That is the
language from the Heinz case.

And then, if a company wants to come back to the FTC, which
is an expert body that was created by Congress, we have to show
ultimately that we will win on the merits. So we ask for prelimi-
nary injunction.

Sometimes that is done very quickly. In a case involving an
Inova acquisition of Prince William Hospital—you are familiar with
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that—the judge just sent it over to the FTC—the district court
judge in Alexandria—to do the entire review.

And the other thing I would say for companies is that we re-
cently dramatically accelerated our procedures at the FTC, so if a
company wanted to immediately come to the FTC and get a full
trial, which is more than a preliminary injunction or a permanent
injunction, they can have that in 5 months with a review in several
more months—in 2 more months—by the commission, and that is
actually as fast as you would get a review in the district court.

Mr. GOODLATTE. Do you have the ability to bring a combined pre-
liminary injunction and merits case like the department does?

Mr. LEIBOWITZ. We probably do have that

Mr. GOODLATTE. Have you ever used it?

Mr. LEiBOowITZ. No, no, no. I mean, going back through Adminis-
trations and commissions we have always gone to court to ask for
preliminary injunction and then the case has gone to what we call
part three internally. But if a company wants to come first——

Mr. GOODLATTE. But if you wanted to bring it through the courts
as opposed to your internal process you could do that?

Mr. LEIBOWITZ. If a company wants us to we would do that.

Oh, through the courts? We always go to court because we need
to get a preliminary injunction

Mr. GOODLATTE. I understand.

Mr. LEIBOWITZ [continuing]. To stop the merger from proceeding.

Mr. GOODLATTE. But then do you ever ask the court to rule on
the merits of the case?

Mr. LEiBowITZ. Well, what we ask the court to do is to stop the
proceeding. Now, courts will sometimes use a likelihood of success
on the merits standard and sometimes they will use, as the D.C.
Circuit does, questions so serious and so substantial they go to the
heart of the matter, and then it comes to the commission.

Mr. GOODLATTE. How many times does the administrative law
judge rule against the FTC staff in a merger case?

Mr. LEIBOWITZ. Against the FTC staff?

Mr. GOODLATTE. Yes.

Mr. LEIBOWITZ. Quite often, in cases generally. I will get you that
information.

Mr. GOODLATTE. I would like to see that——

Mr. LEIBOWITZ. And also in conduct cases, as well. I want to say
this: I know in conduct cases they have ruled against the FTC staff
on several recent occasions, including our Rambus case several
years ago.

On merger cases, I will go back, and I will get you and I will get
the Committee the answer. That is a good question.

Mr. GOODLATTE. And finally, on appeal how many times have the
five commissioners ruled against the FTC?

Mr. LEiBowITZ. I will get you that information. I mean, you raise
a real question, and I don’t disagree with that, but I like to think
at its bottom line in merger cases that ultimately the result of the
merger is never—and I don’t think anyone has ever alleged this
even from the Antitrust Merger Bar—the outcome isn’t determined
by who you go to, and the standards are ultimately the same.

Mr. GOODLATTE. Thank you.

Ms. Varney, do you have any comment on that?
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Ms. VARNEY. Only I can speak to the Department of Justice, Mr.
Goodlatte. We can seek a preliminary injunction; we can seek to
have that preliminary injunction combined with a permanent in-
junction trial on the merits; or we can seek a preliminary injunc-
tion and then proceed down the road after discovery to a perma-
nent injunction, which is a full trial on the merits.

So our system is slightly different and we, of course, as you have
noted, are held to the common law standard in every circuit that
requires for a preliminary injunction likelihood of success on the
merits and irreparable harm if the injunction is not granted. If we
get the injunction separate from a permanent injunction we then—
generally the parties will withdraw and everybody will go home.

You can often get the parties to agree to not proceed with the
transaction until the court schedules a full trial on the merits. So
there are occasions where we simply don’t go through the prelimi-
nary injunction standard, where we go after discovery to a direct
trial on the merits and then all of the standards of Section 7 of the
Clayton Act and the court precedent on merger analysis kick in. So
it is a slightly different system.

Mr. LEIBOWITZ. Mr. Goodlatte, if I could just add one more brief
point, when Congress—when you or your predecessors—created the
FTC you wanted to create an expert agency, and so I think theo-
retically—and I will go back and get you some research on this,
too—I think theoretically you probably wanted all the merger re-
views to go through the FTC internally as opposed to into court for,
a preliminary injunction. But let me get back to you.

But part of the idea of putting things into our ALJ process and
internally into the commission is we are supposed to be an expert
agency; we are supposed to build records; we are supposed to learn
from the cases we bring and the actions we take.

Mr. GOODLATTE. Ms. Varney, does the Antitrust Division not
have the expertise that we think you have to

Ms. VARNEY. I think that the division and the courts and the
FTC all have terrific expertise in doing anticompetitive analysis. I
think, as Chairman Leibowitz pointed out, the Federal Trade Com-
mission is a creature of Congress, and I have no basis to go
through the legislative history of what Congress intends the FTC
to do and not do, or how to do it. I think that is a question reserved
for you and the chairman.

Mr. GOODLATTE. Well, I am just concerned about the lack of con-
sistency here, and from looking at it from the outside you would
have a considerable question about, you know, why we are going
two separate directions here on antitrust law and how there is kind
of predictability and fairness that a business trying to make a deci-
sion before they ever get to the point of being before that court for
that preliminary injunction has to make. It just compounds the
problem, and I would think it would be stifling on investment and
creativity and doing business in the United States. Thank you.

Mr. Chairman, my time is expired. Are you going to do a second
round, or—I do have another area I wanted to get into, but I don’t
want to keep Mr. Issa from getting his shot here first.

Mr. JOHNSON. I certainly have abundant respect for Mr. Issa’s
brain power, and you both sit next to each other. Perhaps he will
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ask the same exact questions that you had on your mind. And so
let’s wait and see what Mr. Issa brings to the table.

The distinguished gentleman from California, please?

Mr. IssA. Thank you, Chairman. As you know, my questions usu-
ally lead to more questions, so I suspect a second round will be es-
sential as a result.

Chairman, we are considering—since you are a creation of ours
and you are our bastion of expertise—we are considering a bill that
probably won’t happen in this Congress, but these things tend to
come back—H.R. 5034. And I would like your view on the legisla-
tion itself and on the problems that it make create from a stand—
because it clearly deals with antitrust questions, interstate com-
merce, and not only the history of litigation that has already gone
on and court decisions, but the 21st Amendment.

To the extent that you are familiar with the legislation, could
you comment on——

Mr. LEIBOWITZ. Is it the alcohol——

Mr. IssA. Yes, sir.

Mr. LEIBOWITZ. I am aware of that legislation——

Mr. IssA. And your Web site makes us think that you are not
very keen on it, but I would like a delineation a little more.

Mr. LEiBOowITZ. I don’t believe that we have testified on or taken
a position on the legislation——

Mr. IssA. This is your chance.

Mr. LEIBOWITZ [continuing]. And I will—you know, we are a very
bipartisan, consensus-driven group, and I am going to go back to
the commissioners and talk to them, and I will get you an answer.
But I would say this: My recollection of this legislation is that it
would preempt the ability of Federal antitrust authorities as a
practical matter under most circumstances from reviewing competi-
tion problems within alcohol distribution.

And so, we generally believe as I know you do—that competition
is the best approach, and when you have Federal antitrust enforce-
ment under appropriate circumstances that is usually a good thing
in terms of bringing competition, more choice, and lower prices to
consumers. But let me get back to you with some more grounding.
I don’t want to speculate too much until I go back and read the bill.

Mr. Issa. Okay. And as you can imagine, this is a bipartisan
piece of legislation, particularly to those of us who have both beer
producers and wine producers in our district, both manufacturers
and, if you will, distributors. So even if you don’t take a final posi-
tion on it, some of the pitfalls that you believe it might—from your
oversight standpoint going forward—might represent would be
very, very helpful. I am looking forward to that answer the—a
great deal.

Let me ask another question. Now, I am one of the non-lawyers
on this Committee, and my antitrust experience really goes to
being told by the courts years ago that at a Chrysler dealership if
Chrysler decided not to let anyone else sell radios there except
Chrysler radios that it wasn’t an antitrust violation even though
they had 100 percent control over that franchisee because the rel-
evant market were all car companies and there were only 10 per-
cent Chryslers, and less later.
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I thought that was a rotten decision. It should never have stood,;
it ultimately was one of those where we won on a three-judge panel
and lost en banc, and denied cert. It was the Town Sound case here
in one of the eastern circuits. Terrible decision.

So I have always looked at relevant market barrier to entries to
try to figure out the other part, the other legs of stools—legs of the
stool. And one of the questions I am starting to have in the Inter-
net—and earlier Mr. Chaffetz talked about, he was getting into
Google and some of these other issues. If we assume for a moment
that the Internet has no barrier to entry, that just anyone with
$1,000 and a college kid to write a piece of software can someday
be a major player on the Internet, then that leg of the stool just
doesn’t exist, and that means that the test is there is no antitrust.

On the other hand, when we look at powerful players who, for
example, have a dominant position and then give away lots of soft-
ware—and Gmail is highly recognized and some of the services
Google do, but I am not trying to pick on just them. When are we
going to either see the courts make decisions that they may or may
not be empowered to make or a direction back to those of us on this
side saying that we have got to rewrite antitrust law to deal with,
if you will, market power without a barrier to entry, potentially,
and yet a tie-in that effectively is anticompetitive?

And this could be a question for both of you because I view it as
clearly anticompetitive potentially. I view it as locking—free al-
ways locks out other innovation, almost always. And yet, right now
I feel like current law probably doesn’t support your being more ac-
tivist in those kinds of areas.

Ms. VARNEY. Well, I have not sure

Mr. IssA. Ms. Varney, I was glad to see your head shaking, so

I

Ms. VARNEY. I am not sure that I feel that current law doesn’t
allow us to prosecute anticompetitive behavior in any industry, in-
cluding technology. I think I will

Mr. IssA. So if Google has market power and they are giving
something away, and therefore their giving away promotes a prod-
uct in which they have a dominant position while eroding other
people’s ability to have profit, why wouldn’t that already be the
subject of your investigations and enforcement?

Ms. VARNEY. Again, without commenting on any potential cur-
rent

Mr. IssA. Let’s just say your historic and as of yet revealed——

Ms. VARNEY. Well, actually that is what I am going to do, is I
am going to take you back a little. But first I am going to promise
you that I am going to read your case so that I understand the
facts of your case.

But I would also like to take you back to U.S. v. Microsoft.

Mr. IssA. By the way, I was not a plaintiff in Town Sound. I was
the nonpaid chairman of a trade association that supported it. I
was actually in security, not car radios. But you follow these things
on behalf of your trade association

Ms. VARNEY. Well, I will look forward to discussing that case
with you after I have read it.

But in the interim I would direct you to U.S. v. Microsoft, both
the court of appeals here in D.C. and the trial court opinion, which
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dealt precisely with the issues that you are talking about—barriers
to entry, is free predatory pricing, when does lockout occur, what
is a tipping point, what is a leveraged market, what is an adjacent
market—all of these questions were dealt with, I think, quite suc-
cessfully and quite appropriately in the U.S. court of appeals for
the District of Columbia in U.S. v. Microsoft.

So I believe at the moment we have the tools we need. If that
turns out not to be true I will be back to you in a heartbeat telling
you we don’t have the tools we need.

Mr. LEIBOWITZ. And I guess just to——

Mr. IssA. Although in that case they found barriers to entry
which I think we could make the case that in the cloud you can
have a zero barrier to entry, potentially—a threshold of a few thou-
sand dollars to give you——

Ms. VARNEY. Yes. At the time one of the arguments that many
were making is that there were no barriers to write new applica-
tions that browsers could then, indeed, locate.

Mr. IssA. Right. But the software was sitting on the product at
the time delivered in a tie-in with Intel, AMD, and so on. So there
were a much more conventional set of circumstances of hardware-
software than we are now seeing in cloud computing.

Ms. VARNEY. Well, at the time, Congressman, I was in—as you

were in your case—I was very involved in this case. I was the at-
torney for Netscape, which was the company that made the brows-
er.
Mr. IssA. Oh, yes.
Ms. VARNEY. And at the time it was not at all clear. It wasn’t
conventional. This was the operating system and software sitting
on the operating system I actually came up to the Hill to dem-
onstrate to some Members of the other body what was the relation-
ship between the browser and the software——

Mr. IssA. Such a waste of time. You need to come here first.
[Laughter.]

Ms. VARNEY [continuing]. And someone picked up the mouse and
said, “Is this the browser?” So I think if you go back in time and
you look at the situation when the government brought the U.S. v.
Microsoft case it was a very, very new set of circumstances, set of
industry players, set of industry facts.

People didn’t understand the relationship between the intellec-
tual property in the operating system, the construction of the oper-
ating system, whether or not the browser was integral to the func-
tioning of the operating system, whether or not the browser could
be a platform that could replace the operating system—these ques-
tions were all present in 1997 when we started the U.S. v. Micro-
soft case, and we managed to work our way through them I think
to the right conclusion with the tools that we have and continue
to have to this day.

Mr. LEiBowITZ. Yes. I agree with Assistant Attorney General
Varney, and I think the Microsoft case does encapsulate a lot of the
elements that you have talked about.

I do think we have the tools to go ahead and bring cases against
companies that engage in illegal monopolization. We have a major
case against Intel now—we are actually in settlement talks, and of
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course if we can settle to the benefit of consumers and competition
and the public we will do that.

But we do have those tools. At the FTC we have an additional
tool, which is our Section 5 unfair methods of competition authority
that is this penumbra around the antitrust laws. The remedies are
weak; we are not using it to break up companies; we are not using
it to do anything but open the door to competition going forward.

So I think, as Assistant Attorney General Varney said, we will
come back to you if we need additional tools, and there certainly
have been some attempts, as you have alluded to, by the courts to
circumscribe antitrust in recent years. But I think we will, when
we do our next oversight hearing in a year or 2 hopefully we will
have1 some pretty good cases and some pretty good settlements or
results.

Mr. IssA. I appreciate that, Mr. Chairman. I hope that that last
comment will be stricken from the record—the part about a year
or 2. I was hoping to see you much sooner.

Mr. LEiBOwITZ. We will come by and have an offline chat.

Mr. IssA. Thank you.

I yield back.

Mr. JOHNSON. Thank you, Mr. Issa.

We now turn back to Mr. Goodlatte.

Mr. GOODLATTE. Well, thank you, Mr. Chairman.

The other area I wanted to get into is the one related to the
chart that Mr. Leibowitz brought with him, and that is related to
these patent settlement cases that are reviewed by the courts. You,
or the FTC in general, has expressed concerns about the potential
anticompetitive nature of some of these settlements, and you have
indicated an interest in getting enhanced authority to challenge the
settlements.

Don’t the courts review the settlements that occur before them
in other contexts? I mean, what about patent settlements are so
unique that the Federal courts cannot understand them well
enough to review them for their competitive impact, particularly if
you are given, as you are, the authority to express your views as
a part of the process?

Mr. LEiBowITZ. Well, I would say, of course courts can review
settlements, and they have the opportunity to do that, and I don’t
dispute that. And in fact, any cases that we have brought—and we
have brought several; we have two pending now, one in Mr. John-
son’s 11th Circuit in district court, one in the Third Circuit—they
are reviewed by the courts and they are ones that we are involved
in.

So we want to work with the courts. We think the trend is turn-
ing around, actually.

There was a Second Circuit decision in a case involving the drug
Cipro; Assistant Attorney General Varney filed a terrific brief in it
and in a very unusual result the three-judge panel questioned the
previous permissive rule. So I think we are making progress in the
courts. Just going back to your

Mr. GOODLATTE. Let me just interrupt you there for a second, be-
cause, you know, I share some of your enthusiasm for these delay
settlements and wanting to break into them, but here is the point:
You indicated, “Well, in this case we are making some progress,”’
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but if you were to take a legislative approach that would inter-
nalize more of this in the FTC you are taking away the element
of fairness that I think people expect from the Federal courts.

Now if the courts are lopsided in their review then maybe the
Congress needs to review the standards by which they judge these
cases or something like that, but I am not excited about moving
away from the idea that the independent judiciary will be the final
arbiter of these cases.

Mr. LEiBowITZ. I think that is a great question. And remember,
the first bill that the House passed as part of health care was what
we call a bright-line test, what others call a per se ban on these
deals.

The legislation that was passed as part the appropriations de-
fense supplemental to offset, I believe, the teachers’ money, and not
passed by the Senate I think largely because of the teachers’
money, was a presumption. And I think presumption approach
works for us.

What it does is this: It says—and I think this is a pretty good
approach. It is not everything that the commissioners would nec-
essarily want or the commissioner wants, but I think it solves—
takes care of the worst abuses.

It says simply, if a brand pharmaceutical company pays its ge-
neric competitor and the generic company delays entry then the
burden of proof is reversed and it is a rebuttable presumption, es-
sentially. And I think that is a pretty good approach, because re-
member, the pharmaceutical companies who were in litigation then
settled have all the information, and if they can show—and I think
in some cases they probably would—that the money that went for
settlement didn’t go for the delay then they can do their deal.

If this legislation is enacted this year, and of course we hope it
will be, we will be bringing cases in the courts and we will have
to show the money, the delay, and then there will be a rebuttable
presumption. So you might be a little more comfortable with this
compromised version, and that is the version I think, may be en-
acted this year.

Mr. GOODLATTE. The final financial reform bill did not include
the provisions that would have expanded the FTC’s authority in
rulemaking, civil penalties, and aiding and abetting. Do you plan
to continue to push for such authority?

Mr. LEiBOowITZ. Well, I would say this: It did not, and reasonable
people can disagree about our expanded authority. On civil penalty
authority I would say we bring a lot of fraud cases because the Jus-
tice Department has other priorities, and in those cases it would
be very helpful for us to be able to go to the courts and ask to fine
malefactors.

Caspar Weinberger, when he was the chairman of the FTC in the
early 1970’s, supported this, and again, I would be surprised if this
is going to be a viable matter—this is going to be a viable issue
going forward this year.

I think that there is going to be an FTC reauthorization next
year; your Committee will be involved, Energy and Commerce will
be involved. And so it will go through regular order, and we will
have a bit of discussion and I think it is a good idea to have one—
about the pros and cons of easier FTC rulemaking.



62

Mr. GOODLATTE. My understanding is that most of those changes
were directed at the commission’s consumer protection bureau.

Mr. LEIBOWITZ. Yes.

Mr. GOODLATTE. Would those changes have affected the commis-
sion’s competition enforcement procedures and remedies?

Mr. LEIBOWITZ. The only one that would have had an effect on
competition would be the provision that would have allowed us to
immediately go to—and only in rare instances—would be the provi-
sion that would allow us to go to court and have independent liti-
gating authority when we ask for civil penalties.

There are very few instances when we get civil penalties in the
antitrust context. It is for violations of an order, and right now we
have to go to the Justice Department, and the Justice Department
files our case when we need civil penalty authority or when we are
asking for a fine.

But it is a much bigger issue on the consumer protection side.
On the consumer protection side and you were very involved in
CAN-SPAM legislation and some of the other enhanced authorities
t}ﬁat we have gotten over the years—we have a sort of Hobson’s
choice.

If someone is engaged in spamming or engaged in a do-not-call
violation we want to go to court immediately to stop the ongoing
harm, which we can do by ourselves, but then we have to forego
the civil penalty authority. We just think it is efficient for us to be
able to do that together, right, so we can both fine the malefactor
or ask the court to fine the malefactor, and stop the harm.

Mr. GOODLATTE. And is the commission unanimous in these—in
pushing for these changes?

Mr. LEIBOwITZ. It depends which change you are talking about.
I think two of the four proposals

Mr. GOODLATTE. The ones you didn’t get.

Mr. LEiBowITZ. Well, we didn’t get any of the four, and I would
say of the four the independent litigating authority is unanimous,
the APA rulemaking authority and the civil fining authority has bi-
partisan supermajority of four to one, and we have a lot of respect
for Bill Kovacic, the commissioner who was opposed to that. And
again, reasonable people can disagree, and that is why we are
happy to have the discussion in Congress about it.

Mr. GOODLATTE. Mr. Chairman, thank you. You have been gen-
erous with your time, and I thank our witnesses for enlightening
us today.

Mr. JOHNSON. You are very welcome, sir.

I have no further questions, so I would like to thank all of the
witnesses for their testimony today. And without objection Mem-
bers will have 5 legislative days to submit any additional written
questions, which we will forward to the witnesses and ask that you
answer as promptly as you can to be made part of the record. With-
out objection the record will remain open for 5 legislative days for
the submission of any additional materials.

I am encouraged by the testimony I have heard today, and I am
impressed by two truly outstanding individuals who are leading the
way for antitrust enforcement in this country, and it seems that
you all have a great working relationship, and I think that that is
the way the government should operate.
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Nevertheless, perhaps we have grown too complacent in the face
of shifting economic theories and deference to regulation. The anti-
trust laws should be keeping the playing field level for all players
big and small, not just reinforcing the position of a handful that
dominate.

And with that, this hearing of the Subcommittee on Courts and
Competition Policy is adjourned.

[Whereupon, at 12:06 p.m., the Subcommittee was adjourned.]
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APPENDIX

MATERIAL SUBMITTED FOR THE HEARING RECORD

QUESTIONS SUBMITTED TG
CHRISTINE A. VARNEY
ASSISTANT ATTORNEY GENERAL, ANTITRUST DIVISION
U.S. DEPARTMENT OF JUSTICE
BY
REPRESENTATIVE LAMAR SMITIX
RANKING MEMBER, COMMITTEE ON THE JUDICIARY
EX-OFFICIO MEMBER, SUBCOMMITTEE ON COURTS AND COMPETITION POLICY

1. You revoked the Sherman Act Section 2 report when you took over the Antitrust
Division. Do you intend to issue your own report? How has the revocation of the
Section 2 report in 2009 changed the Department of Justice’s approach to menopolization
cases? 1las the Division brought a monopolization case during your tenure? Do you
anticipate doing s0? How do those numbers comparc with the last two years of the
previous Administration?

Aunswer:

The Sherman Act Section 2 Report was withdrawn because it advocated extreme
hesitancy in the face of potcntial abuses by monopoly firms and raised unnecessary hurdles
to government enforcement of the antitrust laws, making it more difficult for the antitrust
agencies to protect competition. The withdrawal of the Report signals a clear intent to
follow Supreme Court and lower court precedents developed over decades, from Aspen
Skiing to U.S. v. Microsaft.

‘The Antitrust Division brought no moncpolization cases during the last years of the
previous administration, and has not yet brought a monopolization case during my tenure,
While I cannot comment on ongoing investigations, I can say that we are vigilantly
evaluating on a case-by-case basis dominant firm unilateral conduct when we believe there
may be a potertial violation of the Sherman Act, and are prepared bring a Section 2 case if
warranted by the facts. With regard to issuing a revised Section 2 Report, the Division is
not at this time proposing any new test to govern all Section 2 cases. Generally speaking,
however, following Supreme Court precedent and the D.C, Circuit’s decision in United
States v. Microsoft, the Division will in every case look closely at both the perceived
procompetitive and anticompetitive aspects of a dominant firm’s conduct, weigh these
factors, and determiue whether on balance the net effect of the conduct harms competition
and consumers. The Division is committed to pursuing enforcement of Section 2 of the
Sherman Act and will act vigorously against violations as they arise.

2. The Department has conducted a series of joint workshops with the Department of
Agriculture on antitrust issues involving agricultural industries. Do vou expect to issue a
report on antitrust in agriculture following the workshops? Ifso, when? Do you have
any interim ideas about what such a roport should includs?

1
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Answer:

The agricultural sector is among the Department’s highest priorities. The
Department’s joint workshops with the Department of Agriculturce on competitive issues in
agriculture industries have presented an opportunity to have an open and honest dialogue
with farmers, processors, and industry experts about important trends in agricultnral
markets and the dynamics of competition in these markets. The Department embarked on
thesc workshops with an open mind and did not prejudge any potential outeomes. The
workshops have enabled us to become better informed on issues important to producers,
processors, and other interested parties, and better equipped to do our job of vigorously
enforcing the antitrust laws in this sector. The workshops’ proceedings are being
transcribed and, along with submissions and written comments received, placed on the
public record. In addition, as a result of what we have heard at the workshops, the
Department has formed a joint task force with USDA to determine how the two agencies
can better work together to help promote competition in our nation’s agricultural
marketplaces. After the workshops conclude, the Department will take stock ot what we
have heard and consider how best to furthetr outr enforcement and competition advecacy
efforts in the agricultural sector.

3. How many new criminal prosecutions have this Antitrust Division brought compared to
the previous Administration? How do the amount of fines levied and length of jail
sentences oblained by this Anfitrust Division compare with the last two years of the
previous Administration? What amount of the fines has been collected?

Answer:

The following chart indicates, for each year of fiscal years 2007 through 2010, the
number of criminal cases filed by the Antitrust Division, the total amount of criminal fines
imposed in Antitrust Division cases in millions of dollars, and the total number of days of
incarceratien imposed in Antitrust Division cases:

FY 2007 FY 2008 FY 2009 FY 2010
Number Filed 40} 54 E 72 60
Fines {millions) S630.7 $696.5 E $9743 $55.4..“8
Jail Days 31,391 14,331 25,396 26,046

Fiscal year 2007 runs from October 1, 2006 to September 30, 2007, and so forth. The
average number of criminal cases filed by the Division per year during the time FY 2001
through FY 2008 is 40. The average amount of criminal fines imposed in Division cases per
year from FY 2001 throagh FY 2008 is $372.7 million. The district court where the fine is
imposed is responsible for the actual collection of the tine payments, and the U.S.

2
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Attorney’s Office in that district is responsible for monitoring the collection of fine
payments. The average total number of days of incarceration imposed in Division cases
per year from FY 2001 through FY 2008 is 12,029.

4. With respect to merger enforcement, how many cases has this Administration brought?
How does that compare to the last two years of the previous Administration?

Answer:

Merger enforcement is vital to protecting American consumers and businesses.
There arc a number of factors that have a bearing on how many cases the ageneics bring,
including the economy and the volume of transactions, the types of transactions companies
are pursuing, the transparency of the agencies’ merger review process, and other factors
exegenous to the agencies’ policies and programs. Since our nation’s economy—and
indeed the glohal econemy—experienced one of the largest downturns in decades,
transaction volume fell significantly from the last two years of the previous administration.
Accordingly, we have seen far fewer Hart-Scott-Rodino (HSR) filings, and I believe
companies have been advised more effectively in the last two years not to pursue
anticompetitive transactions. The previous administration filed 17 cases to block mergers
in i¢s last full ycar, and 8 cascs in the year before that, and made announcements of its
intent to hlock, leading the parties to abandon or restructure their transactions, 2 in its last
year, and 4 the year before that. The current administration filed cases to block 4 mergers
in its first year, and 7 in its second year so far, and parties abandoned or restructured
transactions, including in response to an announcement to block, 6 in its first year, and 7
in the current year so far. Compared to the last two years of the previous administration,
the statistics the Antitrust Division maintains indicate that the percentage of IISR filings
that received a Second Request increased, and the percentage of HSR filings that face a
challenge has increased. For example, in Fiscal Year 2007, the percentage of HSR
transactions resulting in a Second Request was approximately 1.5%, in FY 2008
approximately 1.2%, in FY 2009 approximately 2.2%, and in FY 2010 approximately
1.9%. In addition, the average percentage of HSR transactions resulting in a merger
challenge in Fiscal Years 2009 and 2010 more than doubled compared to the average
percentage in Fiscal Years 2007 and 2008.

S. It is my understanding that the Federal Trade Commission usually brings enforcement
actions against physicians and hospitals whose pricing behavior violates the 1996
guidelines. However, in your opening statement, you made reference to a case in Idaho
in which DOT enjoined a group bovcott by a collection of Idaho surgeons. Why did DOJ
bring that case, as opposed to the FTC?

Answer:
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In the health care industry, as in most other industries, the agencies share
enforcement authority. The 1996 Statements of Antitrust Enforcement Policy i Hcalth
Care were developed jointly by the Federal Trade Commission and the Department of
Justice, and both agencies enforce the antitrust laws in various markets in the health care
industry consistent with the Statements, including through the Department’s Business
Review letters and the FTC?s advisory opinions, and enforcement actions brought by both
agencies. For example, in October 2010, the Department filed a lawsuit against Blue Cross
Blue Shield of Michigan (BCBSM) alleging that its use of most favored nation clauses in its
contracts with hospitals raise costs for competing health plans, reduce competition for the
sale of health insurance, and discourage discounts. In addition, the Department
investigated and, in March 2010, expressed its intent to sue to enjoin BCBSM’s propoused
acquisition of Physicians Health Plan of Mid-Michigan from Sparrow Health System,
which the parties abandoned after the Department’s announcement. Over the years the
two agencies have developed a process for determining which agency will handle a
particular matter, generally on the basis of which agency has the most current expericnce
in the particular markets involved. This process enables both agencies to make the most
effective use of enforcement resources and avoids duplicative investigatory requests on
private parties. The Department sought and obtaincd clearance to investigate the matter
involving Idaho orthopedic surgeons’ boycotts of payers under the agencies” process, and
filed a lawsuit on May 28, 2010 to stop practices that would have denied medical care to
patients, and would have forced those patients® insurers to increase fees for erthopedic
services.

6. Tn his oral testimony, Chairman Leibowitz stated that “Under Christine Varney, the
Department of Justice position has evolved considerably, and it now agree that pay for
delay settlements are presumplively aniicompetitive.” Do you agree with Chairman
Leibowitz’s characterization of the Department’s position? 1f this is the new position of
the Division, what prompted the change from the previous Administration?

Answecr:

Over the last few years, the Department has been asked to provide its views on
specific eases involving pay-for-delay settlements, and more recently has been invited to
provide guidance on the proper legal standard for analyzing such settlements under the
antitrust laws,

1In 2007, the Supreme Court invited the Solicitor General to express the views of the
United States in Joblove v. Barr Labs., Inic. (In re Tamoxifen Citrate Antitrust Litig., 466 F.3d
187 (2d Cir. 2006) (“Tamoxifen™), with respect to the standard that the Second Circuit
applied to the settlement agreement in that case. In its brief before the Supreme Court, the
Department argued that the Sceond Circuit “applied an insufficiently stringent standard iu
scrutinizing the settlement at issue here,” but also noted that the case before the court did
not “appear to present an appropriate opportunity for this Court to establish the correct
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standard for distinguishing legitimate patent settlements.” S. Ct. No. 06-830, Brief for the
United States as Amicus Curiae, at 8.

The Department received a request for the views of the Department from Senator
Jon Kyl on the antitrust issues involved in pay-for-delay settlements, and in a reply letter,
dated Febrnary 12, 2008, the Department emphasized that “there is a potential for such
settlements to be anticompetitive.” Although this letter stated that the Department did not
believe per se liability under the antitrust laws is thc appropriate standard for nddressing
pay-for-delay settlements, the letter did not define the most appropriate legal standard
beyond noting that “rule of reason analysis is better suited to instances when the economic
impact of the agreement is less certain.”

On April 6, 2009, the Court of Appeals for the Second Circuit invited the
Department to provide more guidance on the proper standard for analyzing such
settlements. Specifically, the Court asked the Department to address “whether settlement
of patent infringement lawsnits violate the fedcral antitrust laws when a potential generic
drug manufacturer withdraws its challenge to the patent’s validity, which if successful
would allow it to market a generic version of a drug, and the brand-name patent holder, in
return, offers the generic manufacturer substantial payments.” In response to this request,
the Department filed a brief on July 6, 2009, stating that:

“Private agreements that include reverse payments are properly evaluated under
the antitrust rule of reason, which takes into account efficiency-related justifications
as well as anticompetitive potential. The anticompetitive potential of reverse
payments in the ITatch-Waxman context in exchange for the alleged infringer’s
agreement not to compete and to eschew any challenge to the patent is sufficiently
clear that such agreements should be treated as presumptively unlawful under
Section 1 of the Sherman Act. Defendants may rebut that presumption by
providing a reasonable explanation of the payment, so that there is no reason to find
that the settlement does not provide a degree of competition reasonably consistent
with the parties® contemporaneous evaluations of their prospects of litigation
suceess,”

7. The Antitrust Modernization Commission recommended that the FTC and DOJ
“gsystematically collect and record information regarding the costs and burdens imposed
on merging parties by the Hart-Scott-Rodino Act process.” What information does DOJ
already collect regarding the pre-merger clearance process? The Commission
recommended this as a voluntary procedure, bul is 1l something that Congress should be
requiring of the agencies?

Answer:
The Division has devoted significant attention to both reducing the burdens on
merging parties and streamlining our own merger review practices through the Merger

Review Process Initiative (details available at www.justice.gov/atr/public/220237.htm.) The

5
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Department is always open to negotiating the compliance of its document requests and
works with parties to find ways to produce the information needed while reducing burdens.

In addition, the Division and the FTC are striving to improve our own HSR Form.
The Division worked closely with the FTC on the proposed changes to the HSR Form,
which were published for public comment in a Notice of Proposed Rulemaking on August
13,2010. The proposed changes are aimed at getting the agencies more useful information
in onr initial review of transactious, while climinating information requirements for which
the burden to filing parties plainly exceeds the benefit to the agencies.

. The Department does not systematically collect and record information regarding
the costs and burdcns imposcd on merging parties or others by the Hart-Scott-Rodino Act,
information that is available only to the merging parties and that may itself be burdensome
to produce or subject to legal privileges.

8. The Antitrust Modernization Commission recommended that the “agencies should issue
‘cloging statements,” when appropriate, to explain the reasons for taking no enforecment
action, in order to enhance public understanding of the agencies’ merger enforcement
policy.” How many closing statements has DOJ issued in the last two years? How does
that number compare Lo the preceding two years? Docs DOJ plan to issue more closing
statements in the future?

Answer:

The Antitrust Divisien’s issuance of a closing statement under certain circumstances
is an important tool for increasing transparcncy, and I am committed to issning closing
statements when appropriate. The Antitrust Division issued two closing statements in
calendar year 2010, one in 2009, three in 2008, and three in 2007. The Department of
Justice, on appropriate occasion may issue a public statement describing the reasons for
closing an antitrust investigation. In determining whether issning a closing statement is
appropriate, the Department considers: whether the antitrust analysis is complex; whether
best practice recommendations call for inereased disscmination of rationales for
enforceinent and non-enforcement; whether public dissemination of enforcement and non-
enforcement rationales benefit businesses attempting to comply with complex antitrust
standards and consumers through a better understanding of the antitrust laws; and,
whether transparency of antitrust analysis helps international enforcers understand U.S.
standards for antitrust enforcement, encourages international convergence on enforcement
standards, and serves to prevent noncompetition issnes from inappropriately influcneing
antitrust enforcement.

The Department will only consider issuing a statement if the investigation has
previously been publicly confirmed by the Department. The Department also considers
whether the matter has received substantial publicity and interest from the public.
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Guidance on the Antitrust Division’s policy regarding closing statements is available at
www. asdef gov/aly/public/puidelines /201888 . fitm.

9. The Antitrust Modermization Conmmisgsion recornmended that the “Federal Trade
Commission and the Antitrust Division of the Department of Justice should increase their
use of retrospective studies of merger enforcement decisions to assist in determining the
officacy of merger policy.” How many retrospective studies has DCJ conducted in the
last two years? How does that number compare to the preceding two years? Does DOJ
plan to conduct more retrospective studies in the future? If so, do you require greater
resources from Congress for this task?

Answer:

The Department has not conducted any formal retrospective studies of previous
merger enforcement decisions. As an initial matter, the Department does not have
statutory authority to request information for purposes other than investigating potential
violations of the antitrust laws. We believe our resources are best utilized in pursuing
violations of the law. At the same time, however, the Department informally reviews
market developments and past antitrust actions on an ongoing basis so that we understand
the competitive dynamics in particular markets and to ensure that antitrust enforcement is
having the desired impact on the marketplace. Also, when undertaking a new investigation
or enforcement action in the same market or a related market as previous matters, the
Department has an opportunity to assess competitive conditions as they developed
subsequent to previous transactions. Furthermore, Department staff keeps up to date on
market trends and monitors conditions that would be relevant to our enforcement efforts.

10.  The Antitrust Moderrization Commission observed that “Statutory immunities from the
antitrust laws should be disfavored.” Does the Antitrust Division agree that Congress, in
gencral, should refrain from granting new antitrust exemptions?

Answer:

The Division believes that vigerous enforcement of the nation’s antitrust laws is the
most effective and best way to protect competition in our markets. Increased competition
leads to lower prices and better products for American consumers. New statutory
immunities from the antitrust laws have the potential to seriously undermine competition
and harm consumers in affected markets. The Division therefore believes that Congress
should be extremely cautious when considering new statutory immunities from the
antitrust laws. In the vast majority of cases, competition and consumers are best served by
continued application of the antitrust laws, including in the context of industry-specitic
regolation.
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11. What does the Antitrust Division do to provide assistance to foreign countries, like
China, that are forming their own antitrust laws? The Antitrust Modernization
Commission recommended that Congress authorize and appropriate monies directly to
DOT and the FTC for international bi-lateral antitrust technical assistance. Does the
Antitrust Division want specific Congressional authorization for this activity? How
would you use such an authonzation?

Answer:

The Division is engaging actively with new antitrnst regimes, inclnding China and
India. For example, over the past year, the Division, often jointly with the FTC, has had
exchanges with the Chinese antitrust agencies on their proposed regulations and guidelines,
arranged a training program for 80 Chinese judges, and participated as instructors in
workshops on merger enforcement, cartels, and other topics.

In addition, last fall, the Division and FTC published a joint report on technical
assistance following its successful public workshop on the issue in 2008, which is available
at www.justice.gov/atr/public/reports/250908.htm. Among other things, the report concluded
that the time spent with emerging antitrust authorities paves the way for continued
cooperation after the formal technical assistance program has ended and that effective
technical assistance efforts cannot be “one-off” teaching etforts or ad hoc cooperation—
they must be part of a long-term relationship. To provide a greater level of strategic focus
and direction for our technical cooperation efforts, the DOJ and FTC called for the
development of memoranda of understanding (MOUs) with certain of our foreign antitrust
partners as a means of framing the nature and extent of that cooperation. In November
2009, the Division and the FTC entered into such an MOU with the Russian Federal Anti-
Monopoly Service. Pursuant to this arrangement, the Division and the FTC, just
completed a successtul trainiug program for judges in Moscow, and the MOU should serve
as a springhoard for future collaborative efforts.

The Department is not seeking any additional authorization for imternational
technical assistance activitics at this time. Most of the Department’s antitrust technical
assistance has been funded by USAID. For over fifteen years, the Antitrust Division and
the FTC have enjoyed a close, cooperative relationship with USALD that recognizes the
value of training in the area of competition policy. The Department has also been able to
provide technical assistance as a result of funding from the Trade Development Agency, the
Department of Commerce’s Commercial Law Development Program, and the State
Department. The Department has also used small amounts of its own funds in special
situations, such as for providing technical assistance in countries without an active USAID
program.
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12.  Are there any areas of procedural harmonization between the United States and other
countrics that you arc be pursuing? For cxample, is it possiblc to harmonizce the merger
clearance forms that various jurisdictions nse? Would this require any action by
Congress?

Answer:

Enhancing procedural fairness and transparency is and will remain an important
priority of mine. As T have stated, it is of no henefit for parties to be surprised by the scope
of an agency’s concerns and therefore unable to engage in a meaningful dialogue in
response. Given the importance of this issue, last fall T called for a global dialogue vn
proccdural fairness issues, Sincc that time, I have had the privilege, as the chair of one of
OECD’s working parties, to have led two international roundtable discussions on
procedural fairness and transparency issues. These issues were also a focal point of
discussion at last February’s APEC mecting of competition experts. I am pleased at the
number of competition agencies that broadly agree on the importance of increased
tramsparency and that are reviewing their own practices in this regard. In addition, the
ICN’s Merger Working Group's Notification and Procedures Subgroup has done excellent
work in developing a set of Recommended Practices for Merger Notification and Review
Procedures and continues to work toward promoting conformity with these best practices.
These efforts promote a harmonization around a set of best practices.

The Antitrust Division, along with the FTC, has over the years explored the
practical issues involved in harmonizing premerger forms, also working with some other
jurisdictions and attorneys who often work on mergers that require premerger notification
to be filed in multiple jurisdictions. These discussions and our own analysis thus far have
led us to conclude that 1 common international premerger form likely would yield limited
benefits. First, we found little actual incidemce of duplicative information in jurisdictions
because much of the information sought is country-specific. For example, the U.S. agencies
seek product, revenne and overlap information for eperations conducted only within the
United States. Also, there are a number of practical differences that would make
harmonization difficult. Because a jurisdiction that has found its form to be efficient and
effective would understandably be reluctant to change the informaiion that it requires,
harmonization efforts would more likely Icad to jurisdictions rctaining their current
information requirements while requiring additional information that other jurisdictions
require. Thus, combining information requirements across jurisdictions would not likely
streamline the review process.

In addition 1o the Division’s efforts within the ICN, the Division and the FTC are
striving to improve our own HSR Form. The Division worked closely with the FTC on the
proposed changes to the HSR Form, which were recently published for public comment in
a Notice of Proposed Rulemaking. The proposed changes are aimed at getting the agencies
mare useful information in our initial review of transactions, while eliminating information
requirements for which the burden to filing parties plainly exceeds the benefit to the
agencies.
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13.  To what extent do the Department of Justice and the Federal Trade Commission
coordinate their responses when speaking to foreign competition authorities? Do you
make cllorts to speak as one voice? Do you coordinate with other entities in the federal
government that have responsibility for dealing with foreign governments, such as the
Department of State, Department of Treasury, Department of Commerce, and the U.S.
Trade Representalive? I['not, why not?

Answer:

Tt is important that the Unitcd States speak with one voice on international antitrust
matters. The Department of Justice and the FTC make every effort to coordinate their
international efforts. For example, the agencies submit joint papers on substantive
enforcement and policy issucs to multilateral organizations, such as OECD and ICN.
Similarly, the agencies closely coordinate when commenting on non-U.S. agencies’ draft
competition laws, regulations, guidelines, or policies. In addition, and as noted above, the
Department’s technical assistance efforts are often done jointly with the FTC, Morcover,
the Department of Justice, as part of the Executive Branch, coordinates with other agencies
of the U.S. government, such as the Department of State, the Office of the United States
Trade Representative, and the Department of Commerce, as appropriate, to ensure that
the Administration speaks with one voice. For example, much of the recent technical
assistance that the Department of Justice and the FTC have provided to China has been
part of a project funded by the U.S. Trade Development Agency, and in close coordination
with USTR, Commerce, and State. Additionally, the Department participates in the
Administration’s initiatives in China, including the U.S.-China Strategic and Economic
Diafogue and the Investinent Forum, which are led by State and/or Treasury.

14.  The new health care law encourages the creation of Accountable Care Organizations that
allow groups of doctors, hospitals, other specialists to work out more efficient ways of
providing care to patients. What role will the Antitrust Division have in providing
guidance to these ACOs on what types of coordinalion are law[ul?

Answer:

Antitrust has—and will continue to have—an essential role to play in health care. If
health care reform is to harness the power of competitive markets to produce more and
more efficient systems, then we must be up to the challenge of ensuring that our hcalth care
markets are as competitive as possible. The Affordable Care Act’s development of
Accountable Care Organizations (ACOs) is a good example of how providers might work
together to deliver more efficient, high-quality care without inhibiting compctition, so long
as their collahorations are properly constructed. For example, the ACO encourages
competing physicians and other providers to coordinate care for a defined population
through redesigning care protocols, utilizing health IT, investing in infrastructure, and

10
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meeting quality targets. If the ACO meets quality-of-care and cost targets established by
the Dcpartment of Health and Human Services (ITTES), it can receive a percentage of the
savings achieved through incentive payments. Properly constructed, ACOs have the
potential to improve health care delivery and drive down costs. Thus, as reform moves
forward, the Justice Department is working closely with HHS and providers to cnsure that
providers pursue beneficial integrated ACOs that do not violate the antitrust laws.
Notably, the Department’s Antitrust Division has detailed to HHS an attorney with
exteusive cxpertise in health care markets to work closcly with that agency as it implemeuts
the Affordable Care Act and develops various integrated health care delivery models to
improve quality and reduce the costs of health care.

The Department is working closely with the FTC, HHS and the Centers for
Medicare and Medicaid Services, and other government agencies to see if there are
additional, or better, ways to reach out (o clinical-integration stakeholders and convey the
important message that antitrust is not an impediment to legitimate clinical integration and
should not be a concern to those contemplating such efforts. We are also looKing te see if
we can improve, streamline, and make more transparcnt our review of integrated provider
networks so that new integrated delivery models that will improve quality and reduce costs
can be formed. In addition, the Department is paying close attention to ongoing changes in
the health care industry, and will carefully consider whether such changes provide
opportunities for cffective competition advocacy and for collaborative business practices
that increase efficiency and benefit customers. As the health care reform process moves
forward, the Department will listen carefully to the questions, concerns, and requests of the
provider communities as they consider potentiak new business models, and will consider
suggestions from interested parties about the best means for working with provider
communities, health care payers, and others to achieve the goals of health care reform.

15.  The health care landscape has changed dramatically since 1996 when DOJ and the FTC
issucd their health care guidelines. Why have those guidclines not been revised since
then? Do you anticipate revising them shortly?

Answer:

The Department recognizes that the health care industry has changed substantially
since 1996. In addition to what I mentioned in the response to the last question, the
Department has heen following these changes and will carefully follow emerging
developments ir the health care industry under the Affordable Care Act. Inm light of these
developments, both past and prospective, the Antitrust Division is working with the FTIC to
consider what additional guidance may be helpful. The Department and the FTC are
working collaberatively to get a better understanding of the types of integrated delivery
models that providers are contemplating, any potential antitrust concerns they might have,
and how to best provide them with the guidance they need. Central to this, it is important
that health care providers and other stakeholders in the health care industry understand
that antitrust is not an impediment to the formation of innovative delivery systems that will

11
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improve the quality and reduce the cost of health care for Americans. In this regard, we
wilk consider how we can improve, streamline, and make more fransparent our review of
integrated provider networks so that providers have user-friendly gnidance for forming
such networks in accordance with rigorous competition principles.

16.  What happens when a customer calls the DOJ to complain about a particular merger that
is actually being reviewed by the FTC? Is there a system in place to ensure that customer
complaints get to the correct reviewing agency?

Answer:

The Antitrust Division has procedures in place to ensure that customer complaints
are considered by the appropriate agency. For consumer complainis or concerus that deal
with matters for which one of the agencies has sought and received clearance, complainants
are referred to the investigating agency. For complaints or concerns dealing with matters
not under investigation, the Division will refer the consumer to the Federal Irade
Commission when it is reasonably certain the FTC would have the most current experience
in the particular markets involved.

17.  The comment period for the Horizontal Mergers Guidelines closed in early June. Do you
have a date that you believe the revisions will be finalized and what was the general
feedback you received?

Answer:

The Department and the FTC issued their revised Horizontal Merger Guidelires on
August 19, 2010. The antitrust agencies endeavored to make this revision process as open
and transparent as possible. A€ the outset of the process, the agencics called for and
received public comments on whether and how to revise the Guidelines. The agencies then
held a series of public workshops around the country to discuss potential revisions. Once
the agencies developed a draft of the new guidclines, they submitted that dratt for public
comment. The agencies received a number of public comments on this draft, whick they
took into account in producing the final revised Guidelines. The 2010 Guidelines are up-to-
date and transparent and accurately reflect current agency merger review practice. They
should prove to be a valuable tool for the business community, lawyers, and courts, by
increasing the likelihood of accurate and consistent outcomes in merger analysis and
challenges.

18.  With respeet to merger clearance:

a. the chart that was presented to the Committee showed that in FY 2009, there were
716 Hart-Scott-Radine (HSR) reportable mergers. Of those 716, one or both

12
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agencies requested clearance 92 times. However, on the chart, it only shows thal
8 of the clearance disputes were resolved. What happened in the other 84 cases?

b. A footnote in the clearance data you provided the Committee mentions that the
data docs not reflect times when the parties pulled and refiled their HSR form.
Do you have any numbers that reflect the numher of times that the parties pulled
and refiled in order to avoid a clearance fight?

Answers:

a. The column in the chart referring te “Clearance Resolution” was intended to
indicate resolutions of overlapping clearance requests. The vast majority of
requests for clearance are sought by only one agency and granted by the other.
The chart indicates that one or both agencics requested clearance 92 times. In
84 of these matters, only one agency requested clcaranee, so clearance was not in
issue. Both agencies sought clearance in the remaining 8, leading to a clearance
discussion. As the chart indicates, relatively few overlapping clearance requests
0 past seven days into the 30-day period.

b. In our experience, parties pull and refile in order to give the investigating ageucy
additional time to resolve competitive issues arising from the transaction, after
one agency has received ¢learance. 1 am not aware of a matter in which the
parties pulled and refilled to avoid a clearance fight.

13



78

Questions for the Record for Chairman Jon Leibowitz
Subcommittee on Courts and Competition Policy
Oversight Hearing on the Federal Trade Commission’s Bureau of Competition and
the U.S. Department of Justice’s Antitrust Division
Tuesday, July 27, 2010

1. Do you expect the Federal Trade Commission (FTC or Commission) to offer
any formal guidance on the limits of Section 5 of the Fedcral Trade
Commission Act in the near future? Given that almost two years have
passed since the last workshop, do you anticipate soliciting morc public
feedback before making a public pronouncement on the bounds of Section 5?

The Commission does not have jurisdiction to directly enforce the Sherman Act.
Thus, the Commission challenges conduct that would violate the Sherman Act through its
jurisdiction under Section 5 of the FTC Act to challenge “unfair methods of
competition,” In addition, the Supreme Court has confirmed that Section 5 authorizes the
Commission “to define and proscribe an unfair competitive practice, even though the
practice does not infringe either the letter or the spirit of the antitrust laws.”' Thus, the
Commission may challenge anticompetitive conduct that does not violate the Sherman
Act under its “Section 5 stand-alone authority.”

As you note, the Commission held a workshop in 2008 on Section 5 stand-alone
authority in competition matters. That workshop generated an in-depth and wide-ranging
record, so I do not foresee a need to solicit more public input at this time. Indeed, this
year, the Commission plans to issue a report on the use of its Section 5 stand-alone
authority in competition cases, and that report will provide additional guidance to
companies seeking to conform their conduct to the law. Of course, guidance is available
now, through Commission statements in connection with its consent orders reached under
its Section 5 stand-alone competition authority.

The Commission has brought several cases under Section 5 in recent years against
conduct that would not have violated the Sherman Act. Tor example, over the past
twenty years the Commission has investigated at least seven situations in which one firm
invited a competitor to join it in an illegal price-fixing agreement. These “invitations to
collude™ did not technically violate the Sherman Act, because the Sherman Act does not
prohibit unsuccessful attempts to collude.

The Commission also has used this authority in high-tech industries in cases such
as N-Data and Intel. These setilements provide further guidance on the application of

"FTC v. Sperry & Hutchinson Co., 405 U.S. 233, 239 (1972).
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Section 5. The proposed consent order with Intel, which was available for public
comment until September 7, 2010, is accompanied by an Analysis to Aid Public
Comment.” The Analysis further explains the Commission’s view of the application of
Section 5 to Intel’s conduct.

2. How many consummated mergers has the FTC challenged in the last two
years? How does this number compare to the previous two years? Is the
FTC challenging more of these consummated mergers than before? If so,
why? What criteria does the FTC use in deciding when to challenge already
consummated mergers? Do your challenges of these already consummated
mergers mean that the Commission feels that the Hart-Scott-Reodino process
needs to be modified in some way?

In fiscal years 2009 and 2010 to date, out of a total of 38 merger enforcement
actions, the Commission challenged eight consummated mergers.® In the two prior years,
fiscal years 2007 and 2008, the Commission challenged two consummaled mergers out of
a total of 43 merger enforcement actions.

Whatever the number of challenges to consummaled mergers in any given year,
our approach to such deals is the same: we are always on the lockout for mergers that
substantially lessen competition and harm consumers.

Consummated deals come to our attcntion in a number of ways; in fact, many
investigations of consummated mergers begin with complaints from customers about
pricc increases they believe arc attributable to a recent merger. The Commission takes
such complaints from the public seriously, even when the deal is relatively small, because
widespread harm can occur as a result of even a relatively small deal. For instance in a
recent enforcement action challenging The Dun & Bradstreet Corporation’s February
2009 acquisition of Quality Education Data (QED), the Commission alleged that the deal
hurt consumers by eliminating nearly all competition in the market for kindergarten
through twelfth-grade educational marketing databases. At the time, Richard Feinstein,
Director of the FTC’s Bureau of Competition, noted that “despite its relatively low dollar
value, this transaction dramatically decreased competition in the marketplace. When Dun
& Bradstreet acquired QED, it bought its closest competitor and created a monopoly.

2 pre Challenges 'atent Holder's Refusal to Meet Commitment to License Patents Covering 'Ethernet’
Standard Used in Virtually All Personal Computers in U.S., news telease dated January 26, 2008 and
related documents and associated statements of the Commission, available at

http://www.fte. goviopa/2008/0 1ethernet.shtm; FTC Settles Charges of Anticompetitive Conduct Against
Inzel, news release dated August 4, 2010, and related documents, available at

hutp:/iwww. [te.goviopa/2010/08/inlel.shim.

* Analysis of Proposed Consent Order to Aid Public Comment, In the Matter of Intel Corporation, Docket
No. 9341, available at hitp://www.ttc.2ov/os/adipro/d934 1/100804intclanal.pdf.

* For a brief description of all merger enforcement actions since 1995, consult our Competition
Enforcement database available at http://www. fic.gov/be/caselist/merger/total/expanded/total pdf.
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That’s going to get the FTC’s attention every time.” On September 10, 2010, the
Commission announced a settlement of its charges that requires Dun & Bradstreet to
divest an updated K-12 database, the QED name, and certain associated intellectual
property 1o restore the competition lost due to the merger.5

Of course, the agency continues its active program to identify all mergers —
proposed and consummated — that are likely to substantially lessen competition and harm
consumers. As you know, for this important task, the antitrust agencies rely primarily on
premerger notification filings under the Hart-Scott-Rodino (HSR) Act. Premerger
review, coupled with the filing of an action seeking a preliminary injunction in federal
court in appropriate cases, prevents harm before it occurs and helps fulfill the mandate of
the Clayton Act.

I believe that the current system strikes the right balance between requiring
premerger filing for deals that are likely to raise competitive issues while avoiding
unnecessary filing burdens on investors, who must file and then wait before completing a
transaction if a filing is required. However, the Commission does believe that some
minor changes in the specific information required may be useful. Under the current
regulations, the agencies do not request additional information beyond the HSR Form in
95 percent of cases, but we’d like to continue to refine the process to balance our need for
relevant information against the burden on those required to file an HSR notice.
Recently, the FTC proposed changes to the premerger notification form® to make it easier
for partics to prepare the filing while focusing on those categories of information the
Agencies consider necessary for their initial review. The Commission will receive public
comments on the proposed rule changes through October 18, 2010.”

3. As you are well aware, the FTC has gottcn some unflattcring press recently
regarding the issuance of a subpoena to the CEO of Watson
Pharmaceuticals.

a. What actually happened in this case? I understand from press reports
that you have asked a former Commission staff member to conduct an
internal inquiry. Can you share the results of that inquiry with the
Committee?

b. Based on the FTC’s response to the interrogatories, it appears that FTC
staff was trying to inquire about the existence of any restraints on
‘Watson’s ability to give up its exclusivity with respect to a line of drugs.
According to staff affidavits, it appears that FTC asked a series of

* Dun & Bradsireet Settles FTC Charges that 2009 Aequisition was Anticompetitive, news release dated
September 10, 2010, available af htp;//fic.gov/op2/2010/09/mdr. shtrm.

§ Commission Proposes Changes to Improve Premerger Notification Form, news release dated August 13,
2010, available at httpiwww. ftc. gov/opa/2010/08/hsrearilion.shim.

7 Federal Register Notice available at hitp;//www.fc.2ov/os/2010/08/100812hsrfrn.pdf.
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“hypothetical” questions to determine whether Watson was willing to
relinquish that exclusivity. Was this the only way to obtain that
information?

¢. Based on FTC staff affidavits, it appears that the FTC followed up with
both Watson and the third party generic firm to see whether those
negotiations bore frunit and were informed that they did not. Was the
only reasonable assumption, based on those facts, that Watson had some
sort of agreement not to relinquish its exclusivity? Might Watson have
had other, legitimate, business reasons not to go through with a deal with
Apotex?

d. Inlight of the way that this case procceded, would you rccommend to
staff that they proceed with such hypothetical questions in the future?

On July 22, 2010, the Commission filed papers with the court in support of its
petition to enforce a subpoena issued to Paul M. Bisaro, CEO of Watson
Pharmaceuticals. Our filings, which are attached for your convenience, fully explain our
view of what happened in this case and directly refute the baseless claims made by Mr.
Bisaro. Irequested an internal review by an attorney in the Bureau of Competition, and
his inquiry, consistent with our filings, found no misconduct. Recently, as you may be
aware, the Magistrate, after reviewing the complete record, tound that Mr. Bisare had
failed to prove his allegation of “improper purpose™ by the Commission. The magistrate
has granted our motion to require Mr. Bisaro to obey the subpoena and testify under oath,
and Mr, Bisaro has now appecaled that decision.

The Commission’s subpoena seeking Mr, Bisaro’s testimony has an entirely
proper purpose: to determine whether an agreement between Watson and Cephalon has
prevented Watson from relinquishing certain regulatory exclusivity rights. Such an
agreement likely would be a per se antitrust violation and have enormous negative effecis
on consumers. It is possible that there are other reasons for Watson’s decision to not
relinquish whatever regulatory exclusivity rights it may have; unfortunately, the
Commission has not been able to obtain a satisfactory explanation from Watson —which
is one of the reasons that we are utilizing our investigatory authority and asking the Court
to require Mr. Bisaro to testify on the record. The use of hypothetical questions is one of
many standard investigative techniques and can be useful in certain circumstances.
Accordingly, we will continue to use that technique as appropriate,

4, With respect to merger enforcement:

a. Docs the FT'C have the ability to bring a combined preliminary
injunction and merits case in federal district court under Scction 7 of the
Clayton Act like Department of Justice (DOJ) does? If so, has it ever
used this approach?
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b. In an administrative proceeding, how many times has the administrative
law judge ruled against FTC staff in a merger case? On appeal, how
many times have the five Commissioners ruled against FTC staff?

The FTC is permitted, in a proper case, to seek both preliminary and permanent
injunctive relief in federal district court. The Commission has not utilized this approach
in the past, because such a strategy would ignore the structure that Congress created to
review mergers initiaily at the Commission, and would limit the unique value that the
Commission can bring to its cases-- its expertise and specialized experience in evaluating
competition matters. Accordingly, the preferred approach of the agency has been to seek
a preliminary injunction in federal court followed by an administrative proceeding on the
merits, In administrative adjudication, the Commission has the opportunity to apply its
expertise to consider the specific case before it and, as such cases accurnulate over time,
develop the law. (All of the Commission’s decisions, of course, are subject to judicial
review in the appellate courts).

An administrative law judge and/or the Commission has on occasion ruled against
agency complaint counsel and dismissed a complaint. Specifically, over the past twenty-
five years, out of 47 administrative merger complaints, the ALJ found no viclation in five
cases,’ and the Commission found no violation in six cases.

5. One of the justifications that you set forth for the different procedural rules
that the FTC uses is that Congress set up the agency to be an expert on
antitrust matters. Presumably, this expertise would include not just
Commission staff, but also the Administrative Law Judges (ALJs) that hear
Commission cases. How many ALJs does the FTC have to hear competition
cases? Is this number sufficient for your purposes? What were the antitrust
backgrounds of the ALJs prior to their employment by the FTC?

Currently, the agency has one administrative law judge who handles all of the
agency’s administrative litigation. One ALJ is sufficient for the current litigation
workload. This ALJ had some antitrust experience when appointed and has developed
additional expertise over the course of his tenure with the agency. Of course, the primary
expert on the antitrust laws is the Commission itself. Each Commissioner focuses during
his or her entire seven-year term on antitrust law and policy (along with consumer

 B.F. Goodrich, Docket No. 9159 (Sept. 20, 1985), rev'd 110 F.T.C. 207 (1988); MidCon Corp., Docket
No. 9198 (Feb. 2, 1987), aff"d, 112 F.T.C. 93 ( July 18, 198%); Adventist Health System/West, Docket No.
9234 (Aug. 2, 1950}, aff'd, 117 F.T.C. 224 (April 1, 1994); Coca-Cola Boltling Co. of the Southwest,
Docket No. 9215 (June 14, 1991), rev'd, 118 F.T.C. 452 (Aug. 31, 1994), vacated and remanded on other
grounds, 85 F.3d 113% (5th Cir. 1996) (Comm 'n dismissed complaint, Sept. 6, 1996); Textron, Inc., Docket
No. 9226 (Oct. 4, 1991), settled by consent order, 117 F.T.C. 597 (May 6, 1994).

# Weyerhauser Co., 106 F.T.C. 172 (Sept. 26, 1985); Echlin Manufacturing Co., 105 F.T.C. 10 (June 28,
1985); MidCon Corp., 112 F.T.C. 93 (July 18, 1989); Adventist Health System/West, 117 F.T.C. 224 {Apr.
1, 1994); Owens-1llinois Inc., 115 F.T.C. 179 (Feb. 26, 1992); R.R. Donnelley & Sons Co., 120 F.T.C. 36
(July 21, 1995),
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protection law and policy); many of the Commissioners had substantial experience,
sophistication and expertise regarding antitrust law, economics, and policy before serving
on the Commission.

As the Commiltee knows, the very substantial body of existing antitrust law and
the important role of complicated economic evidence combine to make antitrust
adjudications a patticularly challenging process. The difficulties are such that a person
familiar with the law and experienced in handling the type ol economic evidence offered
in antitrust trials would be best suited for the role of ALJ for the Commission. Not every
ALJ or aspirant to an ALJ appointment has such experience, and the current process for
appointments specifically excludes such experience as a factor when considering
applicants for the position. The Commission has recently supported a proposal that
would allow consideration of such experience when hiring ALJs.'® I believe that having
AL]Js with this kind of experience would help the FTC fulfill its role as a specialized,
expert agency.

6. Another method for achieving greater expertise would be to set up specialty
antitrust courts in the federal judiciary. This way, both DOJ and the FTC
could bring their cases before judges that were steeped in antitrust law and
economics. This would also eliminate the procedural and substantive
differences that have arisen between the two agencies. Would the FTC be
supportive of such specialty courts? If not, why not?

The Commission has not taken a position on the development of specialty courts
that would handle the adjudication of antitrust lawsuits. It is a very interesting ideu, but,
at present I am not ready to support it, In fact, the FTC was created to be just such an
expert body for competition law. Congress enacted Scction 5 and gave its enforcement to
the Commission, a body of competition experts with sufficient knowledge of antitrust law
and competition policy to respond effectively to developments in economics and law and
adjust to the changing realities of the market. Drawing on the foundation of policy
studies, active ongoing economic research, and public workshops, the agency, with its
exceptionally talented and experienced lawyers and economists, brings an expertise to its
Part 3 proceedings that even a specialized antitrust court would struggle to match,

7. The Antitrust Modernization Commission recommended that the FTC and
DOJ “systematically collect and record information regarding the costs and
burdens imposed on merging parties by the Hart-Scott-Rodino Act process.”
What information does the FTC already collect regarding the pre-merger
clearance process? The Commission recommended this as a voluntary
procedure, but is it something that Congress should be requiring of the
agencies?

'° Prepared Stutement of the Federal Trade Commission on Federal Trade Commission Reauthori zation,
before the Committee on Commerce, Science, and Transportation, United States Senate, 110th Cong., April
8, 2008, available a hitp:/www. fte.gov/os/testimony/P034 10 reauth.pdf,
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When a HSR merger investigation concludes with an enforcement action, the
Bureau of Competition collects a variety of data, such as the number of custodians, the
volume and type of documents produced, and the size of any electronic productions. The
Commission does not maintain or request information on the costs associated with the
production incurred by the parties. Requiring such data would impose additional after-
the-fact costs on the filing parties.

In 2006, during the pendency of the Antitrust Modemization Commission, former
Chairman Deborah Majoras announced reforms to the merger review process that were
intended to reduce the costs and burdens associated with the search for and production of
data and documents rcsponsive to a Sccond Request,”' These reforms have already been
implemented in merger investigations to reduce the burden on the parties while meeting
the Commission’s investigative nccds. The Commission continucs to look for ways to
more quickly identify and obtain responsive data and documcnts, but I believe that any
process reforms are best developed internally because any reforms must be sufficiently
flexible to support a wide variety of merger reviews across a wide range of industries.
The Commission can implement such flexible revisions readily through changes to our
internal procedures without the need for legisiative changes.

We have heard few, if any, complaints aboul HSR in recent years.

8. The Antitrust Modernization Commission recommended that the “agencies
should issue “closing statements,’ when appropriate, to explain the reasons
for taking no enforcement action, in order to enhance public understanding
of the agencies’ merger enforcement policy,” How many closing statements
has the Commission issued in the last two years? How does that number
compare to the preceding two years? Does the FTC plan to issue more
closing statements in the future?

We agree that closing statements can be very useful tools for understanding
agency decisions. In fiscal years 2009 to 2010 to date, the Commission issued a closing
statement to explain its reasons for ending its investigation of Google’s acquisition of
AdMob," and an additional statement explaining its reasoning for not requiring
additional relief in cerlain markets in the settlement ol its investigation into Pfizer Inc.’s
acquisition of Wyeth." In December 2009, Richard Feinstein, Director of the Bureau of
Competition, also issued a statement when closing a hospital merger investigation.”* In

Y dvailable at http:/fic.gov/os/2006/02/mergerreviewprocess.pdf.

2 Statement of the Federal Trade Commission Concerning Google/AdMob, FTC File No, 101-0031{May
21, 2010}, evailable ar hittp:/www fic gov/os/closings/100521 soople-admobstmt.pd £

13 Statement of the Federal Trade Commission Concerning Pfizes/Wyeth, File No. 091-0053 (Octlober 14,
2009) available at hitp://www.fic. govios/caselist’09100353/09 10 H4pwyethstint.pdf.

' Statement of Bureau of Competition Director Richard Feinstein an the FTCs Closure of its Investigation
of Consummated Hospital Merger in Temple, Texas, FTC File No. 091-3084 (December 23, 2009),
available at http/fwww . fie.gov/os/closings/091223scattwhitestmt.pdf.
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the prior two years, fiscal years 2007 and 2008, the Commission issued two ¢losing
statements.

While the Commission does not issue statements when closing every competition
investigation, il will continue 1o do so in appropriale circumstances to inform the public
of our approach to particular competitive situation or to provide information about some
of the factors that influenced our decision not to bring an enforcement action.  Such
slalements ¢an be particularly useful in dynamiic, fast-paced markets, such as those
involved in the two Google investigations. Closing statements also may be appropriate o
help clarify the analysis of atypical situations, for example, the Commission issued a
statement to discuss application of the failing firm defense, which was an important
factor in the Temple, Texas hospital merger investigation.

9. The Antitrust Modernization Commission recommended that the “Federal
Trade Commission and the Antitrust Division of the Department of Justice
should increase their use of retrospective studies of merger enforcement
decisions to assist in determining the efficacy of merger policy.” How many
retrospective studies has the Commission conducted in the last two ycars?
How does that number compare to the preceding two years? Does the FTC
plan to conduct more retrospective studies in the future? If so, do you
require greater resources from Congress for this task?

In fiscal years 2009 and 2010 to date, Bureau of Economics (“BE”) staff has
conducted a number of different projects that might be considered retrospectives. Stafl
studicd the effect of various mergers on market dynamics, such as post-merger prices,
and produced six working papers detailing their findings.'® Tn the prior two years, fiscal

' Statement of the Federal Trade Commission Concerning Google/DoubleClick, and Statements of
Commissioner Leibowitz and Commissioner Harbour, Deeember 20,2007, available at

http:/iwww. ftc. gov/os/caselist/071.017(0/071220statement pdf ;

http:/Avww.fte.zov/os/caselist/07101 70/0712201eib.pdf and

hitp://www. fic.cov/os/caselist/0710170/071220harbour, pdf; Statement of Chairman Majoras,
Commissioner Kovacic, and Commissioner Rosch, and Statement of Commissioner Leibowitz and
Commissioner Harbour, Concerning the Closing of the Investigation Into Transactions Involving Comcast,
Time Wamer Cable, and Adelphia Communications, January 21, 2006 available af

htap:hwww fic govios‘elosings/fic/05 1015 [ twadelphiamajoras_kovacic_roschpdf and
hiip://www.fic.gov/os/closings/fe/051015 1twadelphialeibowitz_harbour.pdt.

18 Working Paper No. 300, Petroleum Mergers and Competition in the Northeast United States (April
2010), available at htip;/fwww.Rc.gov/be/workpapers/wp300.pdf ; Working Paper No. 297, The Evolution
of the Baby Food Industry 2000-2008 (A pril 2009), availuble at
hitp//www. fte povibe/workpapersiwp2 97 pdf, Working Paper No. 296, The Success of Divestitures in
Merger Enforcement: Evidence from the J&J-Pfizer Transaction (April 2009}, avatlable at
hitp://www.fte.gov/bework papers/wp296 .ndf; Working Paper No. 295, The Effect of Hospital Mergers on
Inpatient Prices: A Case Study of the New Hanover-Cape Fear Transaction (January 2009}, available at
hitp:/www.fte gov/berworkpapersiwp295 .2df; Working Paper No. 294, Two Hospital Mergers on
Chicago’s North Shore: A Retrospective Study (January 2009), available at
hitp:/fwww.ftc.gov/be/workpapers‘'wp294.pdf; Working Paper No. 293, The Price Effects of Hospital
Mergers: A Case Study of the Sutter-Summit Transaction, (November 2008), available at

hitp://www.fie sov/he/workpapers/wp293 pdf.
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years 2007 and 2008, a staff economist co-authored a paper studying price effects from
mergers in five consumer products markets,'” and BE hosted a conference to discuss
developments in antitrust analysis in the grocery industry.'® BE acts as the center of the
Commission’s efforts to conduct economic and empirical research to help inform our
decisions. I strongly support these efforts.

10.  What does the FTC do to provide assistance to foreign countries, like China,
that are forming their own antitrust laws? The Antitrust Modernization
Commission recommended that Congress authorize and appropriate monies
directly to HOJ and the FT'C for international bi-lateral antitrust technical
assistance. Does the Commission want specific Congressional authorization
for this activity? How would you use such an authorization?

The FTC, in cooperation with the Department of Justice, has provided technical
assistance to foreign antitrust agencies since the early 1990s. Our lawyers and
economists have helped countries with little experience with competition law and policy
to set up and strengthen competition laws and enforcement institutions, for instance
through training on basic investigative skills and techniques. Our technical assistance
program has expanded 1o meel the demands of the increasing number of countries that
have enacied antitrust laws. During the past year alone, we have conducted 54 missions,
including programs in China, India, Russia, Mexico, and Vietnam.

The FTC's technical assistance program was originally funded by the U.S.
Agency for International Development. In recent years the FTC has used its own funds
as well, and some programs are funded by other U.S. agencies. In China, for example,
the FTC and DO)J are sharing U.S. approaches to antitrust enforcement with their Chinese
counterparts, using their own funds as well as funds administered by the U.S, Trade and
Development Agency.

The SAFE WEB Act of 2006 amendments to the FTC Act, 15 U.S.C. § 46(1)(2),
confirmed the FTC's authority to provide technical assistance to foreign competition
agencies, and we believe that no further authorization is needed. In addition, the SAFE
WEB ACT contained a provision that enables olficials from floreign agencies to work on
FTC invesligations. We have implemented this authority by establishing an International
Fellows program through which we have hosted 30 foreign officials, and we have also
senl FTC stall abroad 1o work with their foreign counterparts. The FTC has requested
that the SAFE WEB amendments to the FTC Act be made permanent.

11.  To what extent do the Department of Justice and the Federal Trade
Commission coordinate their responses when speaking to foreign competition

' The Effect of Mergers on Consumer Prices: Evidence from Five Selected Case Studies, Orley
Ashenfelter and Daniel Hosken (BE), NBER Working Paper No. 13859 (March 2008).

' A Conference on Grocery Store Antitrust: Historical Retrospective & Current Developments (May
2007), materials avaiiable at hitp:/fwww fic.gov/be/erocery/index.shtin.
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authorities? Do you make efforts to speak as one voice? Do you coordinate
with other entities in the federal government that have responsibility for
dealing with foreign governments, such as the Department of State,
Department of Treasury, Department of Commerce, and the U.S. Trade
Representative? If not, why not?

The FTC recognizes the importance of a coordinated and unified U.S. voice when
speaking to foreign competition authorities. Accordingly, the FTC and Department of
Justice routinely and effectively coordinate their responses in such situations. We often
submit joint comments, written replies, and papers. When an issue affects the
responsibilities of other U.S. agencies, including the Departments of State, Treasury, and
Commerce, and the Office of the U.S. Trade Representative, the FTC and DOJ
coordinate with those agencies as appropriate.

12.  Are there any areas of procedural harmonization between the United States
and other countries that you are pursuing? For example, is it possible to
harmonize the merger clearance forms that various jurisdictions usc?
‘Would this requirc any action by Congress?

The FTC, along with DOJ, has made a priority of promoting convergence toward
fair and transparent procedures. This is a long-term endeavor, given real differences
among countries' underlying legal systems and traditions, but it has already resulied in
real progress. Indeed, now that over 100 countries have a competition law, the FTC’s
promotion of international convergence toward sound antitrust policies and praclices is
critical to its competition mission. We have worked closely with the European
Commission, which has adopted best practices in merger reviews that are closer to U.S,
practices, and with Canada, which recently enacted reforms to its merger review
procedures that are expressly designed to closely parallel those of the United States.

With respect to merger notification and review procedures, the FTC led the
International Competition Network's project that culminated in the adoption of a detailed
set of Recommended Practices for Merger Notification and Procedures. These have led
many countries to revise their laws and agency practices to conform to those procedures.
The FTC will continue to pursue opportunities for further convergence. However, there
are challenges, such as the differences in systems around the world, each country’s need
for information tailored to its own markets, and the fact that most forms used by other
jurisdictions require more information than the U.S, form. As a result, harmonization
toward a notification form that will not result in imposing additional burdens on parties or
agencies is not a realistic short-term objective. Nonetheless, the FTC remains closely
attentive to how the Hart-Scott-Rodino premerger notification system interacts with those
of other countries. It makes appropriate revisions to the form from time to time, as it is
doing now. The FTC, with the concurrence of DOJ, has adequate authority under 15
U.8.C. § 18a(d)(2) to make necded changes to the premerger notification rules.

13,  The new health care law encourages the creation of Accountable Care
Organizations that allow groups of doctors, hospitals, other specialists to

10
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work out more efficient ways of providing care to patients. What role will
the Commission have in providing guidance to these ACOs on what types of
coordination are lawful?

The FTC has begun Lo work with the Centers for Medicare and Medicaid Services
(CMS), the Office of the Inspector General {OIG) of the Department of Health and
Human Services (DHHS), and the Antitrust and Civil Divisions of the Department of
Justice with the aim of developing consistent approaches across the agencies regarding
the approval of Accountable Care Organizations. In particular, the F1'C, CMS, and OIG
will be convening a public workshop this October to examine, among other things,
antitrust issucs rclating to new models for delivering high-quality, cost-cffective health
care. Two purposes of the workshop are: (1) to ensure that misunderstandings about
antitrust law do not deter potentially beneficial collaborations among competitors, and (2)
to explain the importance of antitrust law in protecting consumers from unjustified and
iliegal price-fixing, group boycotts, or undue aggregations of market power, which
undermine efforts Lo improve quality and control costs. The workshep is likely to focus
on the circumstances under which collaboration among independent health care providers
in an ACO (not including a merger) would permit an ACO to engage in joint price
negotialions with private payers without running the risk of liability for illegal price
fixing under the antitrust laws. In addition, it will focus on how to prevent ACOs from
creating and exercising market power so as to drive up prices in privale insurance
markets.

14.  The health care landscape has changed dramatically since 1996 when DOJ
and the FTC issued their health care guidelines. Why have those guidelines
not been revised since then? Do you anticipate revising them shortly?

The Health Care Statements reflect the framework that the agency uses to analyze
all types of health care provider networks under general antitrust principles. These
principles are sufficiently flexible io take into account the particular characteristics of
health care markets and the rapid changes that are occurring in those markets. Many of
the same principles can be found in the Antitrust Guidelines for Collaborations Among
Compeiitors,” issued by the agencies in 2000.

The Commission and its staff have been active in a variety of other ways, both to
further develop our knowledge and understanding of competition in health care markets,
as well as to provide additional antitrust guidance, as appropriate, wherever possible. For
example, in 2003, the Commission and the DOJ Antitrust Division held a lengthy series
of joint hearings on a variety of health care issues. Those hearings culminated in
issuance of the 2004 report Improving Health Care: A Dose of Competition, which
discussed, among other issues, clinical integ-ration.20 In 2008, the Commission held a
workshop on clinical integration, at which industry experts provided their insights

' Available at http:/fwww fe, zov/0s/2000/04/fedoj euidelines. pdf.

® Available at hitp;/iwww ftc. gov/reports/healtheare/040723healthcarerpt.pdf.
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regarding many aspects of clinical integration efforts.>' The Commission staff has also
issued advisory opinions on proposed clinical integration in various provider markets; all
of the staff’s advisory opinions in health care can be found at Topic and Yearly Indices of
Health Care Antitrust Advisory Opinions by Commission and Staff =

In addition, the Commission staff has for many years engaged in discussions
regarding clinical integration with various stakeholders, including the American Medical
Association, the American Hospital Association, and representatives of numerous groups
contemplating clinical integration programs. I also have met with representatives of the
American Medical Association and the American Hospital Association to hear their
views. Just this past June I spoke to the AMA House of Delegates to reaffirm our
commitment to work with physicians to improve health care quality.?> All of these
actions are part of our ongoing and continuing efforts to help ensure that competition
fosters high quality, cost-effective care, and that antitrust law promotes, not impedes,
efforts to efficiently organize the delivery of health care services.

15.  What happens when a customer calls the FTC to complain about a particular
merger that is actually being reviewed by DOJ? Is there a system in place to
ensure that customer complaints get to the correct reviewing agency?

Customers and others can contact the ['TC’s Bureau of Competition at
antitrust@ftc.gov or call the complaint line at (202) 326-3300 to register an antitrust
complaint or discuss a situation that may raise competitive concerns. When a complaint
relates to a matter already under investigation by DOJ, we refer the complainant directly
to the Antitrust Division. If there is any evidence of a potential criminal violation, even
in a matter under investigation by the FTC, that information is immediately forwarded to
DOJ. This process is overseen by the Bureau of Competition clearance officer.

16.  The comment period for the Horizontal Mergers Guidelines closed in carly
June. Do you have a date that you believe the revisions will be finalized and
what was the general feedback you received?

The agencies issued revised Horizontal Merger Guidelines on August 19, 2010.
Public comments to the proposed revisions can be found on the FTC’s website at
http://www . fie.gov/os/comments/bmgrevisedguides/index.shtm.

17.  With respect to merger clearance:

a. The chart that was presented to the Committee showed that in FY 2009,
there were 716 Hart-Scott-Rodino (HSR) reportable mergers. Of those

* See Clinical Integration in Health Care: a Check-Up at hittp:/iwvewe.fr. zov/be/healtheare/checkup.

= Available at http:iwww.fic.gov/be/adops/indexfin03 10.pdf,

B Available at hitp./iwww. fic. sov/speeches/leibowitz/ | 0061 d4ampspeech.pdf.
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716, one or both agencies requested clearance 92 times. However, on the
chart, it only shows that 8 of the clearance disputes were resolved. What
happened in the other 84 cases?

b. A footnote in the clearance data you provided the Committee mentions
that the data does not reflect times when the parties pulled and refiled
their HSR form. Do you have any numbers that reflect the number of
times that the partics pulled and rcfiled in order to avoid a ¢learance
fight?

The 8 clearance requests represent the “conlested” clearance requests where both
agencies requested clearance, and these were resolved. The other 84 requests were nol
contested (that is, only one agency requested clearance), and they were resolved in the
normal course of business.

The agency does not compile the information referred to in (b).

In addition, at the hearing, Representative Darrell Issa asked Chairman Leibowitz
for his views on H.R. 5034, the “Comprchensivc Alcohol Regulatory Effectiveness
Act” (CARE Act), Chairman Leibowitz promised to consult with his colleagues and
report back to the Subcommittce. Commission vicws follow:

The Commission recognizes that the sovereign states have many significant
interests in alcohol within their borders, such as a stale’s interest in promoling public
health and in restricting minors” access to alcoholic beverages, These are important
interests, and the Commission appreciates the work done in this area by the stales,
However, the impact of the CARE Act must be viewed in light of the already existing
balance of federal and state interests in this area. In reviewing this bill, we note that these
state interests are already well-shielded from federal antitrust laws by both the state
action doctrine enunciated in Parker v. Brown™ and by the Twenty-first Amendment to
the Constitution.

Broadly speaking, under the state action doctrine, federal antitrust jurisprudence
givcs each state wide berth to forego the benefits of competitive markets within their
borders in order to further state interests if the state clearly articulates its intent to do so
and actively supervises those engaging in the anticompetitive practices. Under the
Twenty-first Amendment, no state law regulating the transportation or importation of
alcohol is limited by the antitrust laws if the state can show (hat “ihe interesis implicated
by a state regulation are so closely relaled lo the powers reserved by the Twenty-first
Amendment that the regulation may prevail, notwithsianding that its requirements
directly conflict with express [ederal policies.”™

* See Parker v. Brown, 317 U.S, 341 (1943); California Retail Liquor Dealers Ass’n v. Midcal Aluminum,
445 10.5. 97 (1980).

% See 324 Liquor Corp v.Duffy, 479 U.S. 335, 347 (1987); Midcal, 443 U.S. at 114,

13
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Under both the state action doctrine and the caselaw interpreting the Twenty-first
Amendment, the courts have attempted to harmonize and balance state and federal
interests and powers. The impact of the proposed CARE Act on federal enforcement and
on state laws is difficult to measure in the abstract, but it would apparently alter that
balance in a number of ways. For example, the proposed Act would seem to make it
more difficult to challenge a state alcohol law under federal antitrust law by shifting and
raising the burden of proof for such a challenge, and by shielding any state law thal has
any effect on a number of specified state interests without weighing those interests
against federal interests.

Tederal interest in competitive markets is substantial, and, as all of us recognize, free and
fair competition provides significant benefits to consumers and the economy. Given the
undisputed benefits of competition to consumers in these markets, and the extensive
anthority a state already has to set aside competition in order to achieve its goals in
regulating alcohol, we are concerned that further subordinating the benefits of
competition to those goals might, on net, harm consumers.”® Having said that, we do
recognize that the states have a significant interest in alcohol regulation.

% For example, a FTC staff report found that state laws banning interstate direct shipping of wine to
consumers had the cffect of raising prices and decreasing sclection. Possible Anticompetitive Barriers to
E-Commerce: Wine 16-23 (July 2003), available at http:/iwww.tic.gov/0s/2003/07/winereport2.pdf
(finding consumers in McLean, Virginia buying online would save 5-13% for bottles priced at $20 or more,
and would save 13-21% for bottles priced at $40 or more).

14
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

COMMISSIONERS: Jon Leibowitz, Chairman
William E, Kovacic
J. Thomas Rosch
Edith Ramirez
Julie Brill

Statement Of The Federal Trade Commission
Concerning Subpocena Issued To Paul M. Bisaro

Today the Commission filed court papers in support of its petition to enforce a subpoena
issued to Paul M. Bisaro, CEO of Watson Pharmaceuticals, Inc. The Commission’s subpoena
enforcement action followed its unanimous letter ruling, dated April 2, 2010, denying
Mr, Bisaro’s petition to quash the Commission’s subpoena seeking his testimony and rejecting
his argument that the subpoena was issued for an improper purpose.

The Commission continues to stand behind its subpoena and its investigation, The
investigation, which was initiated pursuant to a unanimously adopted Commission resolution,
relates generally 10 a series of agreements entered among the branded drug company Cephalon
and several generic drug companies to delay entry of generic versions of Provigil, a sleep
disorder medication with nearly $1 billion in annual U.S. sales. As the Commission has alleged
in a related enforcement action against Cephalon, these agreements cost consumers hundreds of
millions of dollars a year. The Comrmission has substantial and legitimate concerns about these
pay-for-delay agreements and their impact on consumers.

As today’s court {iling makes clear, the Commission issued the subpoena to Mr. Bisaro
for an entirely proper purpose. The Commission sought to determine whether an agreement
between Watson and Cephalon has prevented Watson from relinquishing certain regulatory
exclusivity rights. Such an agreement likely would be a per se antitrust violation and have
enornmous negative effects on consumers. For this reason, the Commission sought the testimony
of Mr. Bisara, The subpoena was not issued “to pressure Watson to relinguish any exclusivity
rghts it may have, and thereby attempt to engineer generic entry into the [Provigil] market,” as
Mr. Bisaro argued in his petition to quash the subpoena. The Commission continues to believe
that it is entitled to Mr. Bisaro’s testimony in this matter.
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION %
Petitioner, )}

v. % Misc. No. 1:10-mc-00289 (CKK)(AK)
PAUL M. BISARO, g
Respondent, %

PETITIONER FTC’S MOTION FOR LEAVE TO SUPPLEMENT THE RECORD AND
TO ENFORCE THE SUBPOENA 4D TESTIFICANDUM FORTHWITH, AND
MEMORANDUM IN SUPPORT

On July 13, 2010, this Court entered a Memorandum and Crder finding that Respondent
had made a “colorable claim” that the Fedcral Trade Commission (“FTC” or “Commission”) had
engaged in misconduct by seeking Respondent’s oral sworn testimony in a law enforcement
investigation issued pursuant to a resolution approved by the full Commission. Contrary to
Respondent’s assertions, the Commission’s actions were carried out for legitimate law
enforeement purposes in furtherance of the public interest — and, in one critical instance, with the
consent of Respondent’s counsel. Accordingly, we submit this Motion to Supplement the
Record in order to provide the Court with a more complete factual background, and to ensure
that this evidence is availablc on the public record and not just to Respondent. The Commission
also moves this Court to enforce its Subpoena Ad Testificandum forthwith, as there is no

remaining cause for delay.
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For the reasons set forth below, we seck to supplement the record with (i) answers to
Respondent’s two interrogatories sworn to by Markus H. Meier, chief of the Health Care
Division {“Interrog. Resp.” attached as Exhibit A,); (ii) a Declaration by Richard A. Feinstein,
Director of the Commission’s Bureau of Competition and former chief of the Burcau’s Health
Care Division (“Feinstein Decl.” attached as Exhibit B); and (iii) a Declaration by Saralisa C.
Brau, Deputy Assistant Director of the Bureau’s Health Care Division and the person responsible
for day-to-day management of the investigation into potential anticompetitive conduct of Watson
Pharmaceuticals, Inc. (“Watson™) (“Brau Decl.” attached as Exhibit C). Because the factual
record amply demonstrates that the requirements for judicial enforcement have been satisfied,
and for the reasons set forth in more detail below, the FTC also respectfully moves this Court to
take all steps necessary to further the enforcement of the July 22, 2009, subpocna ad
testificandum forthwith.

PRELIMINARY STATEMENT

The FTC acted appropriately at all times during the course of this investigation. Further,
Respondent has made no objective “showing” of misconduct, and the “extraordinary
circumstances™ that might justify discovery within the context of summary subpocna enforcenient
proceedings are not present here. Federal Trade Commission v. Carter, 636 F.2d 781, 789 (D.C.
Cir. 1980). The Cornmission takes this opportunity to provide the Court with the full story. The
proposed submissions — the FTC’s Responses to Interrogatories, the Feinstein Declaration, and
the Brau Declaration — demonstrate that: the law enforcement investigation giving rise to the
subpoena at issue has been conducted in a proper and lawful manner that is fully cousistent with

the ordinary course of Commissicn practice; that the Commission did not try to broker any deal
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between Watson and Apotex; that Watson's interactions with Apotex are directly relevant to
determine whether Watson is bound by an agreement not to relinquish any potential exclusivity
rights; that there were no improper disclosures of confidential information made at any time
during the course of the investigation; and, finally, that Respondent has impeded an ongoing
Commission investigation, potentially causing harm to the public interest.

As detailed below, and elaborated in the papers already on file with this Court, the
requirements for judicial enforcement of the subpoena at issue have been fully satisfied. The
FTC therefore respectfully requests that this Court, with a complete record now in hand,
expeditiously resolve this matter pursuant to Local Civil Rule 72.3 so that the subpoena can be
enforced at the earliest possible date. Respondent should be ordered to fulfill his legal obligation
to cooperate with the lawful Commission investigation by sitting for an investigational hearing.

STATEMENT OF FACTS

The investigation giving rise to the subpoena in question, like all formal Commission
investigations involving the use ol compulsory process, required majority vote of the
Commission. Feinstein Decl. at  3; 16 CFR § 2.7(a). On August 30, 2006, the Commission
unanimously issued a Resolution authorizing the use of compulsory process in the present
investigation.! The initial focus of the staff’s investigation concerned a patent settlement
agreement entered into between Cephalon, Inc. (“Cephalon™) and various generic companies
involving Cephalon’s ‘516 patent. Interrog. Resp. at 3; Brau Decl. at § 3; see also Dkt. No. 4
(Mem. of P. & A.. in Supp. of Pet. of F.T.C. for an Order Enforcing Subpoena 4d Testificanduni)

at 4-5.

! Resolution Authorizing Use of Compulsory Process in 2 NonPublic Investigation, File No.
0610182 (August 30, 2006). Pct. Exh. 2 (Dkt. No. 3 at 10).
3
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It was not until January 2009, that the staff first learned of a subsequently-filed Cephalon
patent — the ‘346 Patent. Interrog. Resp. at 3-4; Bran Decl. at { 4. The agency’s discovery that
this second patent had been filed gave rise to a series of questions regarding the impact that such
a patent might have on the competitive conditions in the market for generic modafinil — including,
specifically, whether this second patent might bc uscd to block generie entry. Interrog. Resp. at 4.
At this point, the question arose as to whether Watson might have exclusivity rights with respect
to a generic version of modafinil relating to the ‘346 Patent; and whether Watson had agreed with
Cephalon not to relinquish or pursue those rights in exchange for a payment frem Cephalon to
Watson, Interrog, Resp. at 4; Brau Decl. at 4. Such an agreement weuld likely be a per se
antitrust violation. See, infra, at 8. Thus, the Commission’s investigation regarding potential
anticompetitive conduct that might arise with relationship to the ‘346 patent began in January
2009, before any contact with Waison’s counsecl.

In the ordinary course of pursuing the investigation, Commission staff talked te the Foed
and Drug Administration (FDA) and to Apotex, Inc. (“Apotex”)? to gather information needed to
advance the Commission’s understanding of the ‘346 Patent and its effects on the marketing of
modafinil and any generic version of that drug, and to discever whether there was any pessible
agreement between Watsen and Cephalon concerning potential exclusivity rights held by Watson.

Interrog. Resp. at 4, 7. That staff action was fully consistent with normal and customary

% As detailed in the Interrogatory Responses, Apotex was an “obvious choice™ to consult because
it had tiled an ANDA for a generic version of modafinil and was blocked from entering by
Cephalon’s modafinil settlements, it was already selling generic modafinil in Canada, and its Vice
President of Global Intellectnal Property, Shashank Upadye, is a published expert in the field.
Interrog. Resp. at 7.
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procedure followed in the ordinary course of Commiission investigations. Feinstein Decl. at § 10.
At no time did staff improperly disclose any confidential information to the FDA, nor did staff
improperly discuss any confidential FDA information with Watson or others. Interrog. Resp. at
5, 11; Feinstein Decl. at ]2, 14.

More specifically, issuance of the “346 palent represcnicd a novel situation (o staff,
Interrog. Resp. at 4, and a potentially new impediment to generic entry in the modafinil market.
To the extent generic manufacturers obtained firsi-filer rights on this patent, and had eniered into
unlawful agreements with respect to those rights, it might allow them to block entry by other
companies seeking to enter with a low-cost generic version of modafinil, causing forther
anticompetitive harm to consumers. Interrog. Resp. at 4; Brau Decl. at J 4. That harm might be
avoided if a generic company decided to relinquish any claim of exclusivity rights it might have
on the ‘346 pulent. Bul the FTC staff were concerned that Waison had lost the ability o do that.
Indeed, Section 2.1 of the 2006 Settlement Agreement between Watson and Cephalon could be
read (o prohibit Watson from relinquishing any ncw cxclusivity rights it might have oblained
based on any filing with respect to the ‘346 patent. See Brau Decl. at f 6.

In March 2009, Mr, Meier., the chief of the Commission’s Health Care Division in its
Bureau of Competition, contacted counsel for Watson, 10 probe whether Watson was willing to
relinquish any exclusivity rights it might have. Interrog. Resp. at 9; Brau Decl. at § 8. The basis
for this inquiry was staffs belicf that relinquishment could provide Watson with a potential
business opportunity and, at the same time, potentially save consumers of Provigil millions of
dollars a year by facilitating entry of generic modafinil. Brau Decl. at §7. 1f Watson was not
interested in relinguishing, i.e., was foregoing a potentially profitable opportunity against its

5
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economic self-interest, the Commission would likely need to investigate further to assess whether
that decision was based on an unlawful agreement with Cephalon or some other reason. Interrog.
Resp. at 10; Brau Decl. at4 9. Through a series of hypothetical questions, Mr, Meier sought to
determine whether Watson would be interested in entering into a profit-maximizing agreement
that would entail Watson licensing, relinquishing, or otherwise sharing whatever firsi-filer righis
it might have. Interrog. Resp. at 9. Before the conversation ended, Watson's counsel authorized
Mr. Meier to contuct Apotex regarding a possible deal between Watson and Apotex. Id.

Not only did Mr. Sunshine, Watson’s counsel, expressly assent to Mr. Meier calling
Apotex and inviting Apotex to contact Watson, Mr, Sunshine even identified Watson’s General
Counsel, Mr. Buchen, as the person Apotex should call. Interrog. Resp. at 9-10; Brau Decl. at
9 8.3 Contrary to Respondent’s allegations that the FTC was engaged in improper deal brokering,
the Commission was providing Watson with un opportunily to disprove its rcasonablc suspicion -
a suspicion based on language contained in the 2006 Settlement Agreement between Watson and
Cephalon — that an illegal agreement to refuse to telinguish existed. Thus, with the express
consent of Steven Sunshine, Mr. Meier and Ms. Brau thereafter contacted Apotex. Interrog.
Resp. at 9-10. In that call, staff suggested that, if Apotex also thought any potential deal might be
worth pursuing, it should contact Watson regarding a possible deal concerning generic modafinil.
Id. At no time did staff improperly disclose any confidential Watson information to any third

party, including Apotex. Intertog. Resp. at 5, 11; Feinstein Decl. at 2, 14.

* These facts are omitted from Mr. Sunshine’s Declaration of July 30, 2009. Pet. Exh. 4 at 28-32.

6
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Despite the opportunity presented to it, Watson declined to negotiate a deal to relinquish
any exclusivity it may have, thereby leaving open the possibility that it had entered into an illegal
agreement with Cephalon. The Commission continued to investigate whether Watson had agreed
with Cephalon not to relinquish. Brau Decl. at 12

In short, notwithstanding efforts by the staff to determine whether such an agreement
existed, Watson has, to this date, refused to give the Commission staff an unequivocal answer to
one simple question: has Watson agreed with Cephalon not to relinquish any exclusivity rights
that it might hold with respect to generic modafinil? Feinstein Decl. at § 12; Brau Decl. at 4 14-
19; see also Pet’rs Reply Mem. in Supp. of Pet. for an Order Enforcing Admin. Subpoena 4d
Testificandum and Opp’n 10 Respondent’s Mot. to Compel, at 2-7 [Dkt. No. 21]. The
Commission seeks the sworn testimony of Mr. Bisaro for a proper purpose — to determine
whether there has been anticompetitive collusion between Watson and Cephalon. Watson’s
potential exclusivity rights arising from the ‘346 patent, the written settlement agreement between
Cephalon and Watson, Watson’s actions vis-a-vis Apotex, and Watson’s continued refusal to give
unequivecal answers to critical questions throughout this investigation, all support an inference
that Watson may have agreed with Cephalon not to relinquish any exclusivity rights it may have
with respect to generic modafinil. Mr. Bisaro is the only Watsen execulive besides Watson’s
General Counsel, Mr. Buchen, who is likely to have knowledge of critical facts relevant to the
Commission’s investigation, including the critical question concerning whether Watson has an
agreement with Cephalon prohibiting it from relinquishing any exclusivity rights. Mr. Buchen
has declined to answer that question unequivocally, asserting the attorney-client privilege. Brau

Decl. at ¥ 16; see alse Dkt. No. 21, at 2-7.
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LEGAL ARGUMENT

Watson has yet to provide the Commission with a clear and unequivocal answer to the
question of whether it has agreed with Cephalon not to relinquish any exclusivity rights to generic
modafinil. This is a critical question with clear competitive implications. Agreements not to
relinquish exclusivity might be a per se violation of the antitrust laws. See In re Cardizem, 332
F.3d 896, 907-08 {6th Cir. 2003) (finding an agreement not to relinquish exclusivity rights to be a
per se violation of the antitrust laws).”

The Commission is authorized to ask this question pursuant to a valid Commission
resolution. Supra note 1. The subpoena at issue has gone through the full agency process in
being issued. The subpoena was issued by a Commissioner acting under delegated authority of
the full Commission. Feinstein Decl. at. 114, 5; 16 C.F.R. § 2.7(a}. Respondent petitioned to
quash the subpoena, and his petition was rejected by FTC Commissioner Pamela Jones Harbour,

pursuant to authority delegated by the full Commission. Feinstein Decl. at§ 5. Respondent then

4 As the full Commission expressly noted in its Letter Opinion denying Petitioner’s Motion to Quash

the subpoena:
Courts have expressed great skepticisin ol agreements in which a generic manufacturer who
is eligible for the 180-day exclusivily agrees with the branded manufacturer not to relinquish
or waive that exclusivity. See, e.g. In re Ciprofloxacin, 544 F.3d 1323, 1339 (Fed. Cir.
2008) (agreeing that “the only legitimate allegation by the plaintiffs was that the [80-day
exclusivity period had been manipulated.”); In re Tamoxifen Citrate Antitrust Litig., 429
F.3d 370,401 (2d Cir. 2005) (*“[W]e think that an agreement to time the deployment of the
exclusivity period to extend a patent monopoly power might well constitute anticompetitive
action outside the scope of a valid patent.”); Andrx v. Elan, 421 F.3d 1227, 1235 (11th Cir.
2005} (holding that delayed licensed plus putative agreement to refrain from ever marketing
a generic barred any competitors from entering “would exceed the scope of exclusion
intended by the ‘320 patent”); FTCv. Cephalon, Inc., No. 2:08-cv-2141, mem. op. (E.D. Pa.
Mar. 29, 2010) (declining to dismiss complaint alleging that agreement to settle patent
litigation and affecting relinquishment of exclusivity rights is anticompetitive).

Pet. Exh. 7, at 2, n.1.
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filed a petition for review, and the full Commission, by unanimous vote, rejected arguments and
denied Respondent’s Petition to Quash, a petition in which he raised largely the same arguments
presented to this Court. Pet. Exh. 7; Feinstein Decl. at Y 5. The Commission now seeks to
supplement the record in the interest of providing the full story to the Court and bringing this
matter to a close.

In this case, as Respondent acknowledged in its Motion to Compel, “[t]he only question
that needs to he resolved is factual — i.e., what is the FTC’s purpose in prosecuting the
Subpoena.” Dkt. No. 16, at 3. The Commission’s answers to Respondent’s Interrogatories and
supplemental declarations show that the agency’s purpose in prosecuting the Subpoena was
proper. And, as the Commission’s earlier briefing has demonstrated, and Respondent fails to
adequately refute, all of the other requirements for prompt judicial enforcement have been
satistied.” With both sides of the story now in hand, and the resulting showing that the
Commission has acted in accordance with the law and in pursuit of proper purpose, the FTC
respectfully requests that the Court act swiftly to enforce the subpoena ad testificandum.

1. Fundamental Notions of Fairness Support Granting Leave To
Supplement The Record.

Presently, the evidentiary record in this case relating to the misconduct issue consists
almost entirely of one declaration submitted by Respondent’s attomey that relies on qualifying
words such as “indicated”, “hypothetical scenarios”, and “suggested” to insinuate misconduct in

this case but that falls far short of stating any fact that would demonstrate actual misconduct by

* At the very least, any remaining questions are principally questions of law and can be decided
based on the existing briefing; no further hearing is needed.

9
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the FTC. Pet. Exh. 4, Sunshine Decl. at §% 15, 16, 22. Mr. Sunshine’s characterization of events
notwithstanding, the objective facts are themselves entirely consistent with good faith actions on
the part of the Commission. The Commission had not previously adduced its own evidence,
given its firmly-held position that any evidentiary response to Respondent’s unsupported
allegations was not needed, in light of this Circuit’s governing precedent. See FTC v. Carrer, 636
F.2d 781, 789 (D.C. Cir. 1980).° Because the Commission is a law enforcement agency that

Congress has charged with protecting the public interest, the existence of even this tentative

6 With respect, this Court applied the wrong legal standard in permitting discovery. Even if

the Court is correct that the rule from Carter “cannot be squared™ with United States v. Powell, 379
U.S. 48 (1964), Dkt. No. 31. at 9, Carter remains the governing law of the Circuit and must be
applied. Carter was issued 16 years after Powell and the panel who decided Carter had the benefit
of Powell in reaching its ruling (althcugh the Carver decision does not expressly cite to Powell, it
discusses Donaldson v. United States, 400 U.S. 517 (1971), a case which itself discusses Powell).
Just as the courts of appeals leave to the Supreme Court “‘the prerogative of overuling its ...
decisions,’ Rodgriguez de Quijas v. Shearson/American Express, Inc., 490 U.S. 477, 484 (1989),
district judges, like panels of [the courts of appeals], are obligated to follow controlling circuit
precedent until [the court of appeals] sitting en banc, or the Supreme Court, overrule it.” United
States v. Torres, 115 F.3d 1033, 1036 (D.C. Cir. 1997). Under the governing legal standard of this
Circuit, therefore, Respondent is not entitled to discovery.

And, even apart from this threshold legal error, the limited “facts” presented by Respondent
do not rise to the objective level necessary to support the extraordinary remedy of discovery in the
contex! of summary enforcement proceedings and a fortiorari, are insufficient to thwart the prompt
enforcement of the subpoena Lo which (he Commission is demonsirably entitled. Thus, in United
States v. Fensterwald, the single instance in which this Circuit has found “extraordinary
‘circumstances” sufficient to warrant discovery, the ruling was based on cbjective facts, that the court
expressly recognized to be “maiters of public record,” demonstrating the likelihood that the taxpayer
was inappropriately targeted for a special audit outside of the course of normal agency proceedings.
5§53 F.2d 231, 233 (D.C. Cir. 1977). In contrast, the record here is bereft of any objective indicia
of bad faith. The only showing is Respondent’s characterization that is based on an incomplete and
suppositional accounting of events by counsel, where the underlying events are themselves fully
consistent with a lawful investigation carried out in the ordinary course of business. In light of its
overriding interests in setting the record straight and given the importance of securing prompt
enforcement of the subpoena, the Commission has not presently raised objections to the Magistrate’s
ruling in this case. The Commission, however, preserves the right to advance these arguments in
the future if necessary.

10
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finding by the Court potentially damages the public’s confidence in the work the agency does. It
is therefore important that the Commission have the opportunity to complete the record in this
case to make clear that the Commission has properly conducted itself in all respects in this matter.

Notably, in partially granting Respondent limited discovery in this matter, the Court has
direcled the Commnussion Lo answer two inlerrogatories and has allowed Respondent len days afler
receiving the answers to supplement the record. The Court’s Order does not provide the
Commission with an opportunity to respond. Unless the Commission is given an opportunity to
supplement the record now, this means that the only evidentiary materials before the Court when
it ultimately decides this matter may be those provided by the party that has the greatest interest
in undermining the Commission’s integrity. Fundamenial notions of fairness and due process
dictate that the Court be fully informed when making its decision. The Court should therefore
grant the Commission’s motion lo supplement the record.

1I. The Record, As Fairly Supplemented, Is Sufficient to Order
Enforcement of the Subpoena Ad Testificandum Forthwith

The standards for judicial enforcement of administrative investigative process have long
been settled in this Circuil. “[T]he courl’s role in a proceeding to enforce an administrative
subpoena is a strictly limited one.” FTC'v. Texaco, Inc., 555 F.2d 862, 871-72 (D.C. Cir. 1977)
(en banc) {citing Endicatt Johnson Carp. v. Perkins, 317 U.8. 501, 509 (1943); accord,
Oklahoma Press Publ'g Co. v. Walling, 327 U.S. 186, 209 (1946); United States v. Morton Salt
Coa., 338 U.8. 632, 643 (1950)). A district court must enforce agency process so long as the
information sought is not “unduly burdensome™ 1o produce (Texaco, 555 F.2d at 881), and is

“reasonably relevant” (id. at 872-73 n.23 (quoting Morton Salt, 338 U.S. at 652), or, putting it

11
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differently, “not plainly incompetent or irrelevant to any lawful purpose” of the agency. Texaco,
555 F.2d at 872 (quoting Endicott Joknson, 317 U.8. at 509). Tn making this determination, the

w

agency’s own appraisal of relevancy must be accepted so long as it is not “*obviously wrong.™
FTC v. Invention Submission Corp., 965 F.2d 1086, 1089 (D.C. Cir. 1992) (citing Carter, 636
F.2d at 787-88 (quoting Texaco, 555 F.2d at 877 n.32)).

Respondent has previously argued that the “most important[]”of its reasons against
enforcement of the subpoena is that enforcement would result in an abuse of this Court’s process
because “the FTC exceeded its statutory law-enforcement mission by seeking to broker a business
deal between Watson and Apotex ... improperly using its privileged access to confidential
information in the process, and apparently providing Watson’s confidential information to
Apotex.” Resp’ts Mem. in Opp’n, Dkt. No. 12, at 3. As Respondent has aiso acknowledged, in
his Motion to Compel, this argument turns on a factual question. Dkt. No. 16, at 3. The Court
now has the evidence in hand necessary to resolve this factual question. There is no record
support that the FTC has excecded its authority or otherwisc acted improperly — beyond the
insinuations contained within the declaration of Respondent’s counsel. And there is now ample
evidence to the contrary.

With the Commission’s submissions now before the Court, the record demonstrates that
the FTC’s purpose in prosecuting the subpoena was legitimate. The Commission seeks to
ascertain whether or not Watson is party to any potentially anticompetitive agreement with
Cephalon that would prohibit it from relinquishing potential exclusivity rights in the generic

modafinil markct.

12
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The agency timely began to investigate any potential anticompetitive effects resulting
from the filing of the ‘346 patent as soon as it first learned of the filing of the patent, beforz any
conversations with Watson’s counsel. Interrog. Resp. at 3; Brau Decl. at § 4. There was, and
continues to be, good reason for the agency to seek this information. See Modern Home Institute,
Inc. v. Hartford Ace. & Indem. Co.513 F.2d 102, 111 (2nd Cir. 1975) (“Actions agpinst the
apparent individual economic self-interest of the alleged conspirators may raise an inference of
interdependent action.”). Respondent remains one of only two people who can address the
agency’s concerns, Brau Decl. at 19, and of the two, as Watson’s President and CEQ, Mr.
Bisaro is well positioned to testify as to whether any business arrangement to relinquish
exclusivity rights is likely lo be in Watson’s ¢conemic self-interest. Brau Decl. at 19. As the
full Commission noted in denying Mr. Bisaro’s Petition to Quash the Subpoena: “While Watson
has provided thc Commission information relating to the “346 Patent, [Respondent] has not
shown that his testimony will shed ne light on matters that fall within the scope of the
Commission’s investigatory concems. As a key executive of Watson, [Respondent’s] testimony
may well be useful in elaborating on the information or explaining relevant circumstances.” Pet.
Exh. 7 at 6.

Throughout the course of this investigation, Watson has done nothing to allay the
Commission’s concerns that it has reached an illegal anticompetitive agreement with Cephalon;
indeed, its actions (and inactions) indicatc that it has. 11 should not be forgotten that the motion to
compel discovery represents another method for Respondent to use in impeding a legitimate law
enforcement proceeding. Respondent continues to avoid answering a central question to the
Commission’s investigation — namely, whether Watson’s settlement agreement with a rival

13
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manufacturer, Cephalon, limits Watson’s ability to relinquish any exclusivity rights it may have
with respect to marketing of the drug modafinil,

The Commission has shown that an investigational hearing of Respondent is necessary,
because, to date, none of the sworn testimony contains a definitive disavowal of the existence of
an agreement between Watson and Cepahlon that would prevent Watson from relinquishing
exclusivity. Respondent has failed to rebut the Commission’s showing that the investigative
hearing is necessary. Moreover, Respondent does not dispute that Watson has repeatedly failed
to answer, under oath, critical questions about the settlement agreement; it does not dispute that
Respondent knows relevant facts to the investigation; and it does not assert that the
investigational hearing would be unduly burdensome.

In furtherance of the interests of judicial economy and the public interest, and for the
reasons previously articulated to this Court, the FTC respectfully requests that the Court

recommend that Mr. Bisaro be directed to comply in full with the subpoena ad testificandum.

14
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CONCLUSION
For the foregoing reasons, the Commission respectfully requests that this Court grant its

Motion for Leave to Supplement the Record and Petition to Enforce the Subpoena Forthwith.
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Statement of Compliance
Pursuant to L.Cv. R. 7(m), on July 20, 2010, Petitioner’s counsel conferred with counsel
for Respondent regarding Petitioner’s Motion for Leave to Supplement the Record, and counsel
for Respondent opposes the motion. There is no obligation, under the local rules, to confer with

respect to Petitioncr’s dispositive motion to Enforee the Subpoena Ad Testificanduin Forthwith.,

/s/ Michacl D). Bergmarn
Michael D. Bergman

Attorney

Federal Trade Commission
600 Pennsylvania Ave., N.W.
‘Washington, D.C. 20580
(202) 326-3184

Fax {202) 326-2477
mbergman@fic.gov
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CERTIFICATE OF SERVICE

I hereby certify that on July 22, 2010, a true and correct copy of the foregoing Motion for
Leave to Supplement the Record and to Enforce the Subpoena Ad Testificandum Forthwith,
together with: Exhibit A: FTC’s Responses to First Set of Interrogatories of Respondent Paul M.
Bisaro sworn to by Markus H, Meier; Exhibit B: Declaration of Richard A. Feinstein; Exhibit C:
Declaration of Saralisa C. Brau; and a Proposed Order, were filed electronically in the United
State District Conrt for the District of Columbia using the CM/ECF system.

Notice of this filing will be sent by email to all parties by eperation of the Court’s
electronic filing system or by mail to anyone unable to accept electronic filing as indicated on

the Notice of Electronic Filing.

Dated: July 22, 2010

{s/ Michael D. Bergman
Michael D, Bergman
Attorney for the Petitioner
Federal Trade Commission
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

Federal Trade Commission,
Petitioner,
A4 No. 01: 10-me-00289-CKK-AK

Paul M. Bisaro,

Respondent.

N

FEDERAL TRADE COMMISSION’S RESPONSES TO FIRST SET OF
INTERROGATORIES OF RESPONDENT PAUL M. BISARO

Petitioner Federal Trade Commission (“FTC” or “Commission™) hereby submits the
following Responses to the First Set of Interrogatories of Respondent Paul M. Bisaro dated May
21, 2010.

GENERAL OBJECTIONS

1. By answering these interrogatories, the Commission does not waive the previous
objections it made to these interrogatories in its June 21, 2010 Objections to First Set of
Interrogatories of Respondent Paul M. Bisaro, nor does it waive its right to appeal, or otherwise
assign error, to the Court’s Order of July 13, 2010, directing it to engage in discovery in this
matter.

2. To the extent Respondent’s interrogatories seek the production of documents
under Rule 34 or otherwise, the Commission objects on the ground that such discovery is beyond

the scope of Rule 33 and beyond the scope of the Court’s Order of July 13, 2010.
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3. The FTC has responded to this interrogatory request to the best of its present
ability. The FTC reserves its rights to supplement, revise, correct, or clarify any of the responses
set forth herein, if necessary or appropriate.

In addition to these objections, the Commission further objects to Respondent’s
interrogatories as indicated below.

RESPONSES TO INTERROGATORIES
Interrogatory 1
Describe any communications the FT'C had with the FDA relating to any potential
marketing exclusivity for generic modafinil arising out of the ANDA Amendment during
the period December 19, 2007, through July 22, 2009. For each communication:
. a. Identify the date of the communication;
b. Identify the mllme and title of the individual(s) involved in the

communication;

€. Identify the means through which the communication was made;
d. Identify who initiated the communication;
e Identify the reason for the communication;

f. Identify the topic(s) discussed during the communication; and
g. State whether, during the course of the communication, or as a resuit of the
communieation, the FT'C communicated to the FDA any confidential

information provided to the FT'C by Watson.
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Response to Interrogatory 1

The FTC objects to Respondent’s interrogatories to the extent they seek confidential
information that the FTC obtained pursuant to inter-agency communications with the Food and
Drug Administration and that is exempt from disclosure by statutes and regulations, including
but not limited to 21 C. F. R. § § 20.64(a), 20.61, 20.62, and 314.430(b) (2010). Expressly
reserving and without waiving the general objections and this specific objection, the FTC states
as follows:

Before January 2009, the FTC’s modafinil investigation had focused on a particular
patent — U.S. Reissue Patent No. 37,516 (the “*516 patent”) — and the potential barriers to
competition arising from Cephalon’s 2005-2006 patent litigation settlement agreements with
Watson and the four first filers for the ‘516 patent. The initial phase of the modafinil
investigation resulted in the FTC filing a complaint against Cephalon in February 2008.! The
investigation remained open, however, though not active, with respect to the generic companies,
including Watson, while the Commission pursued litigation against Cephalon in federal court in
the Eastern District of Pennsylvania.

In January 2009, the FTC learned for the first time from the FDA that Cephalon had
listed a second patent relating to Provigil, U.S. Patent No. 7,297,346 (the *“346 patent”), in the
FDA'’s Orange Book. While the U.S. Patent and Trademark Qffice’s issuance of the ‘346 patent
to Cephalon in November 2007 and Cephalon’s filing of it with the FDA in December 2007
were matters of public record, FTC staff had not been aware of these developments, The FTC

also learned, in January 2009, that Watson/Carlsbad had filed an ANDA Amendment with the

'FTC v. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008).
3
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FDA on the same day that Cephalon listed the ‘346 patent, Together, these events created the
possibility — one that did not exist for the ‘516 patent and was not a focus during the initial phase
of the FTC’s investigation — that Watson could be a “first filer” for the “346 patent, and therefore
might block generic modafinil market entry for other companies. This new information caused
the FTC staff to resume the modafinil investigation because it raised a host of questions about
whether the ‘346 patent created any new impediments to generic entry and whether those
impediments were the result of an unlawful agreement between Cephalon and Watson.

This new phase of the investigation was prompted by a conversation between the FTC
and FDA on January 29, 2009. On that date, in response to the FTC’s inquiries about the
regulatory status of modafinil, Elizabeth Dickinson, Associate Chief Counsel in the FDA's
Office of Chief Counsel, called Saralisa Brau, Deputy Assistant Director in the Health Care
Division of the FTC. The two agencies routinely share information concerning the regulatory
status of certain drug products, pursuant to a wriften inter-agency agreement, to advance the
FTC’s law enforcement and consumer protection missions. The modafinil investigation was no
exception. The topics discussed during the call were: (1) Cephalon’s later-issued “346 patent
relating to Provigil; (2) Cephalon’s listing of the “346 patent with the FDA; and (3) the identity
of the generic company or companies that had submitted amended ANDAs containing a
Paragraph IV ccrtiﬁcation as to the ‘346 patent and who might be eligible to ¢laim 180-day
marketing exclusivity as a “first filer.”

In February 2009, the FTC requested a meeting with FDA to discuss how the ‘346 patent
might potentially affect the FTC’s ongoing modafinil investigation, Ms. Brau of the FTC had

approximately three communications with Ms. Dickinson of the FDA to set up the meeting, Ms.
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Brau contacted Ms. Dickinson in early February 2009 and they exchanged emails concerning

meeting logistics on February 18, 2009, and February 19, 2009. The meeting took place on

February 24, 2009. The following people attended:

FTC

Brad Albert,
Deputy Assistant Director,
Health Care Division

Saralisa Bran,
Deputy Assistant Director,
Health Care Division

Michael Kades,
Attorney Advisor to then-Commissioner
(now Chairman) Leibowitz

Markus Meier,
Assistant Director,
Health Care Division

FDA

Rick Blumberg,
Deputy Chief Counsel of Litigation,
Office of Chief Counsel

Kim Dettelbach,
Associate Chief Counsel,
Office of Chief Counsel

Elizabeth Dickinson,
Associate Chief Counsel,
Office of Chief Counsel

Dave Read,

Regulatory Counsel,

Center for Drug Evaluation and
Research/Office of Generic Drugs

The topics discussed were: (1) the FTC’s complaint filed in FTC v. Cephalon, Inc., No,

1:08-cv-00244 (D.D.C. complaint filed Feb. 13, 2008) (later transferred to E.D. Pa.); and (2) the

FDA'’s interpretation and analysis of relevant statutes concerning whether second filers on the

earlier-listed *516 patent would be blocked from entering the market by any flrst filer(s) eligible

to claim 180-day marketing exclusivity on the later-listed ‘346 patent.

At no time during this meeting or in the ¢ourse of any communications with the FDA did

the FTC reveal to the FDA any confidential information provided to the FTC by Watson,
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Interrogatory 2
Describe any communications between the FTC and any third-party (excluding Watson
and the FDA) including, but not limited to Apotex, relating to any potential marketing
exclusivity for generic modafinil arising out of the ANDA Amendment during the period
December 19, 2007, through July 22, 2009. For each communication:

a. Identify the date of the communication;

b. Identify the name and title of the individual(s) involved in the

communication;
c Identify the means through which the communication was made;
d. Identify who initiated the communication;
e, Identify the reason for the communication;

f. Identify the topic(s) discussed during the communication;

g State whether, during the course of the communication, or as a result of the
communication, the FTC communicated to any third-party any confidential
information provided to the FTC by Watson; and

h. State whether, during the course of the communication, or as a result of the
communication, the FT'C communicated to any third-party any confidential
information provided to the FTC by the FDA,

Response to Interrogatory 2

The FTC objects to Interrogatory 2 to the extent it seeks privileged information

exchanged between Apotex and the FTC pursuant to a common interest privilege as co-plaintiffs

in litigation in federal district court in the Eastern District of Pennsylvania challenging
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Cephalon’s modafinil patent litigation settlement agreements.” Expressly reserving and without
waiving the general objections and this specific objection, the FTC states as follows:

The FTC had periodic communications with Apotex as part of its modafinil law
enforcement investigation from February through May 2009. The FTC did not have
communications with any other third party concerning the topics identified in Interrogatory 2,
except that FTC staff did have communications relating to these issues with Watson’s counsel,
Steven C. Sunshine of Skadden, Arps, Slate, Meagher & Flom LLP, from March through May
2009.°

FTC staff first contacted Apotex in February 2009 as part of its efforts to understand the
implications of the information it had learned about the later-listed “346 patent from the FDA in
January and February 2009. Apotex was an obvious choice to contact to explore these issues: it
had filed an ANDA for a generic version of modafinil and was blocked from entering by
Cephalon’s modafinil settlements; it was already selling a generic version of Provigil in Canada;
and its Vice President of Global Intellectual Property, Shashank Upadhye, had written a book
entitled Generic Pharmaceutical Patent and FDA Law (Thompson West Publishing, 2010 ed.),
and could likely provide expertise relevant to the questions of interest to the FTC, In particular,

the later-listed ‘346 patent and its potential effect on generic entry presented a novel issue for

*See FIC'v. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008);
Apotex, Inc. v. Cephaion, Inc., et al., No. 2:06-cv-02768-MSG (E.D. Pa. filed June 26, 2006).

3See Brau Decl. §{ 5, 7, 8, 10, attached as Exhibit C to Petitioner FTC’s Motion for
Leave to Supplement the Record and to Enforce the Subpoena Ad Testificandum Forthwith,

7
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FTC staff, and by contacting Mr. Upadhye, staff hoped to gain insights into the applicable legal
framework.

Staff was primarily interested in two threshold questions in February 2009, First, FTC
staff sought to understand the regulatory significance of the ‘346 patent, and specifically whether
any first filer(s) to the 346 patent could potentially block any second filers to the earlier-listed
‘516 patent from entering the market. This isﬁue was relevant to the FTC’s ongoing
investigation because if any exclusivity Watson might have with respect to the *346 patent did
not block entry of other generic filers, then any agreement Watson might have with Cepahlon
was unlikely to harm competition. Second, FTC staff sought to understand practically how a
generic company would be aware of a later-issued patent so that it would be in the position to
file an ANDA amendment on precisely the same day that the brand company listed such later-
issued patent with the FDA, Put simply, FTC staff was trying to assess whether a generic
company was likely to have such information independently or whether such informatjon was
likely available to the generic only as a result of collusion with the brand company to create an
additional barrier to impede potential generic entry. The answers to these questions would
influence the future of the ongoing investigation.

From February 2, 2009, through March 3, 2009, Markus H. Meier, Assistant Director in
the Health Care Division of the FTC and Saralisa C. Brau, Deputy Assistant Director in the
Health Care Division of the FTC, had approximately four communications with Shashank
Upadhye, Vice President, Global Intellectual Property, Apotex, Inc. Mr. Meier and Ms, Brau
called Mr. Upadhye on February 2, 2009, February 24, 2009, and March 3, 2009. Mr. Upadhye

sent an email to Mr. Meier on February 3, 2009.
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The topics discussed during these communications were; (1) Cephalon’s listing of the
¢346 patent; (2) whether Apotex had submitted to the FDA an amended ANDA containing a
Paragraph IV certification as to the ‘346 patent; (3) Apotex’s analysis of whether any first
filer(s) eligible for marketing exclusivity on the later-listed 346 patent would block Apotex’s
ability to launch generic Provigil; (4j what it would take Apotex to launch a generic version of
Provigil in the U.S., assuming it was interested in doing so; and (5) how a generic company
could know the date on which a brand would list a later-issued patent with the FDA so that it
could try to be a first filer by submitting its amended ANDA with the FDA on the same day.

In addition to the four earlier contacts with Mr, Upadhye, on March 13, 2009, Mr. Meier
and Ms. Brau called Mr. Upadhye regarding the possibility of a business arrangement between
Watson and Apotex. This call to Mr. Upadhye was a direct result of a conversation that took
place earlier that day with Watson’s counsel, Mr. Sunshine. From March 2, 2009, through
March 13, 2009, Mr. Meier and Ms. Brau had initiated a number of telephone calls to Mr.
Sunshine to discuss developments in the modafinil investigation.* During these conversations
with Mr. Sunshine, FTC staff posited hypothetical scenarios to determine if Watsen could profit
from relinquishment of any modafinil marketing exclusivity for which it might be eligible,
including scenarios where Watson relinquished any such exclusivity to potential new entrants
into the market, In the context of these discussions, and in response to a question from Mr.
Meier, Mr. Sunshine affirmed that Watson would be interested in hearing from a third party,
Apotex, about a business proposal relating to relinguishment, and Mr. Sunshine then identified

Watson’s General Counsel, David Buchen, as the appropriate contact person.

“See Brau Decl. ff 5,7, 8.



120

After receiving Mr, Sunshine’s explicit approval to put Apotex in touch with Watson
concerning potential relinquishment, FTC staff then called Mr. Upadhye on March 13, 2009, to
inform Apotex of Watson’s interest and that if Apotex were likewise interested, he should
contact Mr, Buchen at Watson. The FTC did not “broker & deal” between Watson and Apotex.
In fact, after informing Apotex of Watson’s interest, with the express assent of Watson’s
counsel, Mr, Sunshine, the FTC played no further role in any discussions between the two
companies. The FTC did not attempt at any time to propose terms or otherwise direct the course
of the discussions between Apotex and Watson.

From approximately March 18 through May 6, 2009, Mr. Meier and Ms. Brau initiated
periodic follow-up calls to Mr. Upadhye of Apotex to inquire about the status of the discussions
with Watson. These calls occurred on approximately March 18, March 30, April 7, April 22,
and May 6, 2009. The reason for the calls was simple: if, on the one hand, Watson were to
relinquish its potential exclusivity, the FTC’s ongoing investigation about whether Watson had
agreed with Cephalon not to relinquish its exclusivity would have been resolved, leaving nothing
further to investigate. If, on the other hand, Watson chose not to relinquish its potential
exclusivity, the FTC would need to assess whether the reason for the decision was attributable to
an unlawful agreement with Cephalon not to relinquish. On May 6, 2009, Mr. Upadhye told Mr.
Meier and Ms. Brau that discussions with Watson had stalled and that Watson did not appear
interested in pursuing a business arrangement with Apotex.

At no time during the course of any communications with Apotex did the FTC reveal to
Apotex any confidential information provided to the FTC by Watson. Although staff cannot

specifically recall if Watson’s name came up in any telephone conversation with Mr. Upadhye

10
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before March 13, 2009, Watson’s name did come up after March 13, 2009, once the FTC had
received Mr. Sunshine’s explicit approval to put Apotex in touch with Watson concerning
potential relinquishment. FTC staff did not improperly reveal any confidential FDA information

to Apotex.

Respectfully submitted,

As to Objections:
DAVID C. SHONKA
Principal Deputy General Counsel
(D.C. Bar No. 224576)

JOHN F. DALY
Deputy General Counsel for Litigation
(D.C. Bar No. 250217)

LESLIE RICE MELMAN
Assistant General Counsel for Litigation
{D.C. Bar No. 266783)

My TN
MICHAEL I5-BERGMAN

{D.C. Bar No. 437994)
202-326-3184

RUTHANNE M. DEUTSCH
(D.C. Bar. No. 498091)
202-326-3677

Attomeys

Federal Trade Commission
600 Pennsylvania Ave., NN'W,
Washington, D.C. 20580

Fax (202) 326- 2477

Dated: July 21, 2010
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VERIFICATION

I, Markus H. Meier, declare:

1.

I'am the Assistant Director of the Health Care Division it the Bureau of Compctition of
the Federal Trade Commission and make this verification on and for its behalf, As
Assistant Director of the Health Care Division, I have overall supervisory responsibitity
for the Commission’s investigation of Watson.

T have read the foregoing Petitioner Federal Trade Commission’s Responses to First Set
of Interrogatories of Respondent Paul M. Bisaro.

All of the information contained in the foregoing is either based on my personal
knowlcdge or facts I have learned in ny official capacity.

L am informed and believe that the matters stated therein are true and correct and hereby
certify that the foregoing answers are true to the best of the Federal Trade Commission’s

present knowledge, information, and belief.

[ declare under penalty of perjury that the foregoing is truc and correct.

Executed this 21* day of July, 2010.

Markus H. Meier
Assistant Director

Bureau of Competition
Federal Trade Commission
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICY OF COLUMBIA

FEDERAL TRADE COMMISSION }
) Petitioner, )
)
v. 3 Misc. No. 1:10-me-00289 {CKK)(AK)

)

PAUL M. BISARO, )
)

Respondent. )

1

DECLARATION OF RIC A FE]

Pursuant to 28 U.S.C. § 1746, Richard A. Feinstein declares as follows:

L 1 am the Director of the Federal Trade Comenission’s Burean of Competition where [ am

responsible, among many other things, for supervising all investigations and law enforcemnent

actions that are undertaken by that Burean. I'have held this position since May 2000,

2. 1 offer this Deslaration in order to clear up any misconceptions that may exist regarding

the Comrission’s processes and procedures and to emphasize that, corntrary to allegations and

insinnations that have been made by Respondent in this miatfer, nothing improper hes occurred in

the Commmission’s investigation of Watson.

Commission Processes Preclude Inappropriate [nvestigations

3. At the outset it is important to note that the Comission’s organizational striicture and

processes are designed to-make sure that all investigations are undertaken in the public interest

and to prechude the possihility of any investigation. being undertaken for an improper purpose.

The Commissibn.i_s alaw enforcement agency headed by five Commissioners who are appointed
1
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by the President for seven-year staggered terms. No more than three Commissioners may be
members of the same political party. Al major Commission actions — including the opening of
investigations that require.compuisory process (like the subpoena at issue in this case)— require a
majority vote of the Commission.
4,  Althoughl and my immediate staff comprise the “Front Office” of the Bureau of
Competition and are ultimately responsible for the conduct-of Commission investigations, we
have no authority to open {and close) preliminary law enforcement investigations without the
-approval of the Commiissioners. After an investigation has.advanced to the point where staff
thinks sufficient evidence exists to support a law enforcement action, it must seek and obtain
specific authority from the Commission to proceed either administratively-or in federal court,
Even after the Commission opens an investigation, staff has no authority to issue subpoenas-or
civil investigative demands on their own. Each subpoena must be submitted to-z Commissioner
for review and can only be issued by a Commissioner. 16 CE.R. §2.7(d). After a subpoena is
issued,_ Commission rules allow a party o petition the Commission o quash compulsory process.
Rulings on such petitions are decided by  single Commissioner (not nesessarily the one who
issues the subpoena in the first instance), and the party may theréafter seek review by the entire
Comimission.
5. In the present case; the subpoena to Mr. Bisaro was isstied by Commissioner Leibowitz.
Mr. Bisaro exercised his right to pefition to quash the subpoena and he raised essemtially the
same arguments that he has advanced in this proceeding. Former Commissioner Pamela Jones
Harbour considered these arguments and rejecied them, Mr. Bisaro then appealed to the full
Commission, which, after considering his arguments, unanimously rejected them as well in a
detailed letter ruling. A true and correct copy of that letter ruling is attached hereto as Exhibit 1.
2
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Disclosures By Staff in Commission Investigations

6. Almost all Commission investigations are non-public. This means that it is the
Commission’s policy not 1o make publie announcements either confirming or denying the
existence of anty pending investigation except under very limited circumstances. However, it is
appropriate, and often necessary, that in the course of seeking out information, staff may meke
limited disclosures about the shbject matter and natire of 2 Commission investigation, or staff
may use hypotheticals to gain insights into the views of marketplace participants, In fact, Mr,
Sunshine’s declaration reflects this process (at paragraph 15) where he notes that Mr. Meier
“nosited certain hypothetical regulatory soenarios” to him during a conversation. .

7. Thas, i conducting FTC investigations, staff routinely contaets pecple and entities that
are'idlowledgeable about the companies, industries, products, and miarkets that are the focus of
aninguiry. Such contacts frequently include not only other government agencies that deal with
the companies or industries, but also customers, competitors, and sippliers of the investigative
targets. During these conversations staff asks questions that are designed to elicit information
while protectisig the confidential nature of the investigation. When staff inquires about a specific
topie, it is difficult if not impossible to-avoid all reference to the relevant facts of the
investigation. Aceordingly, itis not surprising that pepple who are interviewed by the staff
during an investigation may draw their own iferences from the interview.

8. For example;, in the mesger context, the Commission has a poliey-of not disclosing the
identity of firms that have filed pre-merger notification reports with the Commission and the
Department of Justice. No matter how eircumspect staff is in its questioning, however, onge
staff asks questions about the state of corpetition between Firm A and Firm B, people to whom
such questions are directed may reasonably infer that an inquiry involving Firm A and Firmn B is

3
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underway. Such inferences cannot be avoided by the Commission staff, and are an ordinary
consequence 6f the. investigative process.

9. In'such ciréumstances, one naural consequence is that thivd parties with: whom the
Commission staff has been in contact may communicate with the mergiug parties and inquire
about matters of mutual interest, Indeed, most Commission challenges to problematic mergers
are settled when the merging parties agree to divest overlapping assets to a third party. It is not
unusual for that third party to be a person who has been interviewed by the Commission staff
during the course of the Commission’s investigation; and in some cases the staff will — with the
consent or acquiescence of the parties and without disclosing any confidential information about
the pending merger ~ ronfact firms that might be potential aequirers of assets and éncourage
them to-contact the merging parties. In such situations, the staff appropriately facilitates
communications bétween business enfities who then take the opportunity to negotiate 2 private
transiction that may alleviate a potential antitrust concern, The fact that a party who has been
interviewed by the Commission siaff contacts the subiject of the investigation and ultimately
negotiates (or-attempts to negotiate) 4 business deal does not mean that staff thade any improper
disclosure duting its interview,

The Commiission’s Investigation of Watson

10.  Ihave read the pleadings and the court’s record in the present proceeding as well as the
Answers to Mr. Bisaro’s Interrogatories that Mr. Meier has prepared. Based on this review, | see
no evidence that Mr. Meier or anyone elsé in the Commission has engaged in improper - or even
out-of-the-ordinary — conduct with respect to any aspect of the investigation.

1. Atits core, the Commission’s iavestigation. séeles an answer to one simple question:
Assuming Watson has exclusivity rights in connection mth the *346 Patent, has Watson{a

4
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generic pharmaceutical manufacturer) agreed with Cephalon (a brand name manufacturer with
patent rights) not to relinquish those rights to a third party in violation of the antitrust law? In
other words, is there an agreernent between Cephaton and Watson to restrain trade in generic
medafinil?
12, Despite the staff’s repeated efforts, Watsen never provided the Commission with a
straight-up, sworn, answer to the question of whether it had an agreement with Cephalon that it
not relinquish, This left the staff with-only two possible ways to'get'an answer to this.question.
Either it could observe whethgr Watson acted in 2 way that prectuded the possibility of such an
agreemerit (i.e., Watson could enter into an agreement relinquishing those rights to a third party);
or staff could continue to pursue a full investigation to try to determine directly whether an
illegal agreement existed.
13, Contrary to the insinuation in Paragraph 15 of Mr. Sunshine’s Declaration, there is
nothing improper, of even extraordinaty, about Mr. Meier “suggestfing] that Watson should
relinquish exclusivity,” Such 2 “suggestion” was noﬂming\m_ore. than a statement of the sbvious:
if Watson relinquished exclusivity, it would prove tiat it had no agreemerit with Cephalon
prohibiting relinquishinent— thereby teaving nothirig for the Commission 10 investigate: Absent
such relinquishiment (and in light of other facts), the staff cowld reasonably infer that an
agreement ot to wiiive exclusivity might exist, and that it therefore rieeded to investipate the
‘m‘attcvr further. Thus, 3 statement by Mr Meier that Watson’s failure ta waive exclusivity might
lead the “Front Office” ~ i.e., the Bureau Director’s Office — to continue the invesiigation
reflects a common-sense assessment of the likely investigative décision of the Bureau.
14,  Finally, I note that in his answers to the interrogatories, Mr. Meier has declared that 1)
Mr. Sunshine gave Mr. Meier permission Lo talk to Apotex about Waison (a fact that Mr.

5
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Sunshine omitted from his declaration); 2) ptior tp Mr, Sunshine giving that permission, Mz.
Meier does not recall discussing Watson with Apotex; and 3) Mt. Meier did not improperly
disclose-any confidential information to Apotex. r. Meier is a senior FTC attorney who has
spent 18 of his 20-year legal career at the FTC'$ Bureau of Competition. Before he becarne.a
lawyer, be was a security officer in the U.S, Army with a Top Secret clearance charged with
protecting nuclear secrets. Thus, Mr. Meier knows how to handle confidential information

without disclosing it.

Pursuant to 28 US.C. § 1746, I declare under penafty of perjury that the foregoing is true and

comrect. Executed on the 21st day of July, 2010,

Richard A. Feinstein, Director
Bureau of Competition
Federal Trade Commission
Washington, DC 20580
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Exhibit 1 to Feinstein Declaration



130

UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
WASHINGTON, D.C. 20380

Dﬂ'mSenuwy

Aptil Z,2010

Watscn Pharmacenticals, Inc.

c/o Bteven C, Sunshine, Esq.

Skadden, Atps, Slate, Meagher & Flom LLP
1440 New York Avenne NW

Washington, DC 20005

RE:  Requestfor Review of Ruling Denying Petition 0 Quash Subpoena 4d
Testifleamdurm Dated July 22, 2009, File No, 091-0182

Dear Mr. Sunshine:

This lettor responds to your November 27, 2009 Request for Review (“Request™), by the
full Commission, of the November 13, 2009 ruling by Commissioner Pamela Jones Harbour,
dexying the Petition to Quash the Subpoena Ad Testificandum, dated July 22, 2009, and issoed to
Paul M. Bisaro (“Petition”). Mr. Bisaro is the President and Chief Executive Officer of Watson
Pharmaceuticals, Inc, (“Watson”), and the Commission seeks his testimony in connection with
an investigation of whether certain pharmaceutical companies, including Watson, have entéred
into any agreesnents to forego relinguishing any efigibility or rights they may have to market the
generic drug mndafinil - £¢, whether these companies, inchuding Watson, have entered into any
agreements that potentialty constitute an “unfair methiod of compétition™ in violation of the
Federal Trade Commission-Act. As:you kuow, the market formmodafinil {a/k/a Provigil) exceeds
$800 million a year, So, if:multiple generic companies enter the marketplace, consumers could
save hundreds of millions of dollars per year.

The information the Commission may subpoenaisbroad in scope. Asa general matter,
“it is sufficient if the inquiry is within the suthority of the agency, the-demand is not too
indefinite and the information sought is reasonably necessary.” United States v, Morton Sait
Ca,, 338 1.8, 632, 652 (1950). Thus, io a petition to quash, the petitioner bears the busden to
show that & subpoena is urreasonable, and where ““the agency inquiry is authorized by law and
the materials sought are relevant to the inquiry, that burden is not sasily met.”” FTCw."
Rockefeller, 591 F2d 182, 190 (2d Cir. 1979), quoting SEC v. Brigadoon Scoich Distributing
Co.,480 F.2d 1047, 1056 (2d Cir, 1973), cert. denied, 415 U.5, 915(1974). Despite the
Commission’s broad authority, Watson refuses to produce Mr. Bisaro for an investigational

hearing.
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Watson Pharmaceuticals, Inc., o/o Steven C. Sunshine, Esq, - Page 2
April 2, 2010

The Commission has more than a sufficient basis to seek Mr. Bisaro’s testimony under
Morion Salt. At issue in'the Petition is whther the Commission can examirie Mr, Bisaro to
discover his knowledge about any agreement Watson may have that limits or restricts the
exercise of any marketing rights or exclusivities it may have now or tbtain in the future vis-3-vis
modafinil. Such an agreement, if it exists, could be delaying generic entry to the detriment of
consumers,’ Despite the Petition’s repeated assertions that Watson has reached no such
agreement and that it has confirmed to-the Commission that no such agreement exists, other facts
raise questions ubout whether such an agreement exists. For example; in its response to the
Commission’s civil investigative demand (“CID”), Watson identified an agreement that it said
“may relate to™ its ability to relinquish any exe¢lusivity rights relating fo generic modafinil.
‘Watson, however, has repeatedly refused to clarify — either fhrough written responses or
testimony — whether that agreement would prevent or otherwise limit its ability to relinguish.
Further, although a company has approached Watson about relinquishing-any potential
exclusivity rights, Watson appears disinterested, and, aceording th one witness, would prefer to
weait until 2012 to faunch its own product, The extent to-which: this decision is inconsistent with
Watson's.economic interest is fikely to shed light on whether Watson has entered into a
potentially illegal agreement. Mr. Bisaro is a logicat person 1o question on this issue that goes to
the core of the Commission’s jnvestigation. Watson has identified him as one of only two
people who has knowledge of relevant events, the Commission has already taken the testimony
of the other person, and the criticaf question-of whether Watson reached a potentially uniawful

- agreement rémains unanswered,

Apainist this factnal backgrounid and: given the Commission’s broad power to compel.
information in investigations tonducted pursuant to its law enforcemient efforts; we find that
conducting an investigational hearing of Mr. Bisaro.is.proper. Accordingly, and as explained
more fully below, we therefore deny the Request.

! Courts have expreissed prest skaptfcism ofagreements in wluch agenenc marufactaver Who s eligible for the 180-
day exclustvity agrecs with the brand: iish or waive that exclusivity, See e Inre
Ciprafloxacin, 544 F.3d 1323, 1339 {Fed. Cir. 2008) (agreeing | that “the only legitiniate allegation by the plaintiffs
wasthat the 180-day exc?usxvxiy period had bevn menipalated.”); \fn r¢ Tamexifen Citrate Antitrust Litig, 439 F.3d
370,401 (24 Cis. 2005) (“[W]e think that an agreament to time the deployment of the exclusivity period to sxtend a
patant menopoly power might well constitate anticompetitive action eutside thes scops.ofa valid patent™); Andix v
Elan, 421 F3& 1227, 1235 (11th Cir. 2005) (Bolding that delayed 1 d plis p 1o refrair from
ever tharketing & genkric buvei sy competitory from eniering “would exceed e swpeoﬂhepanenf’}-m\r
Cephalon, Jrc., No. 2:08-cy-2141, mem. op. (ED. Pa. Ma.r 19,2010y (declmmg to distaiss complaint allpging that
agreement 1o settle patent litigation and affecting reling of ivity cights is enticompetitive).
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Watson Pharmaceuticals, Inc., c/o Steven C. Sunshine, Esq, ~ Page 3
April 2, 2010

Backgronnd
‘The Petition and Request relate to & Commission investigation;

[tlo determine whether Cephalon, Inc., Teva Pharmaceuticals, Ine. (and its affiliate Teva
Pharmaceuticals USA, Inc.), Bar Laborstories, Inc., Rantbaxy Laboratories, Tc., Mylan
Pharmacenticals, Ine., Carlshad Technology, Inc., Watson Pharmaceuticals, Inc,, or

others have engaged in any unfair methods of competition that violate Section 5 of the
Federal Trade Commission Act, 15 U.5.C. Sec. 45, as amended, by entering into
agreemnerits regarding modafinil produets.

Modafinil is a “wakefulness-enbancing” drug that Cephalon, Inc. (“Cephalon”) has developed
and marketed under the brand name Provigil,® Back of the other entities identified in the
<compulsory process resolution has developed and sought to market generic modafinil. The
confroversy giving rise to the Petition: concemns the investigation of certain facts relating to
Watson Pharmaceuticals, Inc. (“Watson™) and its development pariner, Carlstiad Technologies,
Inc. (“Carlsbad™} - in particular, obtaining the testimony of Paul Bisaro {*Petitioner”), Watson’s
President and Chief Executive Officer.

To that end, Conimission staff is interested in any agreements between Cephalon and
entities identified in the Commission’s compulsory process resolution to setile patent litigation
associuted: with inodafinil. Cephalon sued most of the entities named in the resolution, alleging

‘thatthey were infringing 11,8, Reissued Patent No. 37,516 (“*516 Patent”) relating to Provigil
These patent infringement allepations were based on each of the entities named in the resolution
haying filed Abhreviated New Drug Applications (" ANDA”) with the Foud and Drug
Administration (“FDA”) for generic modafinil, with a “Paragraph IV* certification that generic
modafinil would. not infiinge the *516 Patent.! Each of the entities other than Watson/Carlsbad
filed their ANDA. on the same day, and beforé dny other parties. -As “first filers,” these entities.
were eligible under applicable law for 180 days of joint marketing exclusivity at such time that
the ANDA is:approved. Watson/Carlsbad were not “first filers;” but Cephalon also sued
Carlsbad for pateit infringement after Watson/Carlsbad Sled thstr ANDA anid Paragraph IV
- wertification, Cephalon settled each of the suits between Iate 2065 and 2006, with the Carlsbad
settlermenit oceurting on August 2, 2006.° On February 13, 2008, the Commission filed a
- comiplaint aginst Cephalon, alleging thit its setﬂememagmemenm, awhich ptovided
.- compensation to the aeneric firms for foregoing generic sntry, were anticompetitive, an abuse of

2 Resolutign Authorizing Use uf Compulsory Process in 2 Nonpublic Investigation, File No, 06110182 (Aug. 30,

2006).

3 Pefition at 3.

+ ANDAs reflect @ streamlined FIDA-approval process that enables manufacturers of generic drugs (i.e., those that are
“bmeqmvalent" of branded: drugs) to rely on the safety and efficacy studies relating to the branded drug. Whena

hranded drug is covered by one or more patents, the company that secks to marked the geaeric d.rngpnor o the

expiration of any of those patents may prosecd to seek FDA approval, but certify that the generic version does nigt

infringe the patents on the brand-name drug, or that the pateors are invalid.. This certification is & “Parsgragh TV

certification,

*Petition at 3-4.
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‘Watgon Pharmacewticals, Inc., ¢/o Steven C. Sunshine, Bsq, - Page 4
April 2,2010

monopoty power, and unlawful under Section 5 of the FTC Act. FTC v, Cephalon, Inc., 08-cy-
2141-MSG (ED: Pa)®

1n December 2007, Cephalon listed a new petent with the FDA relating to modafini]:
U.S. Patent No. 7,297,346 (“’346 Patent™). The subsequent listing of the >345 Patent required
“the existing ANDA applicants for modafinil to make a certification vis-2-vis-the *346 Patént.
Watson/Carlsbad filed a Paragraph IV certification on the same day that the FDA listed the new
patent, identifying the: Cephalon/Carlsbad settlement agreement as the basis fornon-
infringement of the '346 Patent. According to the Petition, if Watson were a*first filer” onthe
*346 Patent, it would be eligible for the 130-day marketing exclusivity for generic modafinil”

Following these developments, Coninission staff contacted Wiaison in March 2009 about
its ANDA. Comavission staff informed Watson'thut they were psimprily interested in
determining whether Watson had reached any agreement relating to relinquishment of any
exclusivity riglits it snighit have wnh fespeit 1o generic modafinil, and; if not, the basis for any
decision not to waive such rights® Os May 19, 2009, the Commission issued 2 new CID to
‘Watson and a subpoena ad testificandum to David &. Buchen, Watson’s Senfor Vice President,
General Counsel, and Seretary. On May 22, 2009, the Commission issied a subpoena ad
testificandun to- Petitioner. The Commlssmn also'issued a CIDand 1wo subpoenas ad
lestificandum to Carlsbad executives”

Controversies, discussed more below, ensued about the adequacy of Watson's CID
_responses, the necessity of investigational hearings for the Watson executives, and the schedute
of the same; As a result of these discussions, Mr. Buchen ultimately appeared for a hearing, In
contrast, Mr. Bisaro refused ta appear and filed a petition to quash, which Commissioner
Harbour denied on November 13, 2009.. Parsuant to Commission Rule 2,6(f), 16 C.F.R. § 2.6(f),
Mr, Bisaro has now asked the full Commissjon to review Cominissioner Hatbour’s ruling,

alysi etitioner’s Leg: et ubpoena

The Supreme Court made clear that the Commission has a right to conduct an
investigation “if the inguiry is within the suthority of the agency, the demand is not too
indefinite and the information sought is reasonsbly relevint™ U8, v. Morton Salt Co.; 338 U.S.
632,652 (1950). This standard applies to-adminisirative subpoenas fssued by the Commission.
See, e.g, FTCv. Texaco, Inc., 555 F.2d 862, §72(D.C. Cir. 1977) (en banc); Adams v. FTC, 296
F.2d:861, 8645 (8th-Cir. 1961), cert, denled, 369 U.5. 864 (1962). In the context of a
Commission investigatory subpoeaa, “[t}he law on this issuc is well-esteblished: so long as an
agency acts within its authority, requests isiformation relevarit to the lawful inquiry, and makes

S The Hstrict court recently denied Cephalon’s mation to-dismiss the complaint. FTCv, Cephalon, Inc., 08-cv-2141,
mem:op: (ED. Pa. Mar,29,2010).

7 Pitition at 5-7.

* Raptis Decl., at2.

* Perition at 7-8.
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reasorigble demands, the court must uphold the validity of the administrative subpoena.” FTCv,
Inventian Submission Corp., 1991 WL 47104, *1 (D.D.C. 1991}, gff"d 965 F.2d 1086 D.C. Cir
1992),.cert. denfed, 507 U.S.910-(1993). Petitioner carries a hesvy burden to show that the
subpoena should not be enforced.

Petitioner does not challenge the Commission's sutliority to issue the subpoena. Nor
does the Petition claim that the discovery sought is ot “reasonably relevant” or too indefinite,
Rather, Petitioner claims that the Commission is improperly using its compulsory process by
being “unreasofigble” in seeking lis testimony. Petitioner raises five objections w the subpoena:
(1) the resolution-authorizing the compulsory process has already produced one lawsuit against
Cephalon, and siow cannot be used for the additional investigatory process directed to Watsort;
{(2) the subpoena anreasonably demiands information that the Commission already possesses; (3}
the subpoens unreasonably seeks tesumony from the *“apex” of Watson®s organization; (4) the
subpoena was likely issued for an improper purpose; and (5) compelling Petitioner to travel to
the Comm.tss:on offices in Washington, DC to undergo an investigational hearing is unduty
burdensome.”

Becatise we find that none of these argaments is persuasive, we deny the Petition and
Request in their entirety. We address gach of Petitioner’s five specific challenges below,

L

= We first address Petitioner's threshold arguinent that the subycena is improper because
‘the resolution:authotizing the comipulsory process has already culminated in one enforcement
setion" Petitloner provides no:Jegal support for this proposition. A Commnission resblutior
anthorizing compulsory process for an investigation does not, as # matter of law, expire
automatically upon the filing of an enforeement action or because some litigation regarding
réfated subjects tay have commenged. See, e.g., Linde Thomson Langworthy Kohn & Van
Dyke, P.C. v. Resolution Trust Corp., 5 R.3d 1508 (D,C. Cir, 1993). To the contrary, multipls
actions might be taken as.a result of information obtained through compulsory process stemming
from such 4 resolution. Mereover, as indicated above, the concerns that pronipted the
Commission’s current investigation relating to the >346 Patent differ in scope from those that
prompted its investigation of the “pay-for-delay” settlement agreements relating tor the *516
Patent. However, botl components of the investigation clearly fall within the broad parameters
of the compulsory process resolution, i.e., “[t]o determine whether ... Carlsbad Technofogy,
Inc., Watson Phamaceuticals, Inc., or ofhers bave engaged in any unfair methods of competition
+that violate Section 5 of the Federal Trade Commission Act, 15 U.S.C, Sec 45, as amended, by
entering into-agreoments regarding modafinil produets.” Asaresult, we xeject Petitioner’s
argument that because “the Comrnission resolution authorizing compulsory process in
connection with the above-referenced mmatter has.already éaltiinated fa-a lawsuoit,” it “may not
nove be resurzicted to burden Watson. with additional process.™™

"Mquest a3
¥ Request at 3.
# Request at 3.



135

Watson Phanmaceutizals, Inc., c/o Steven C. Sunshine, Esq. — Page 6
April 2, 2010

1L

We turm next to Petitioner’s argument that the subpoena compelling his testimony is
unreasonable because it démands information that, he contends; the Commission slteady
possesses. While Watsont hds provided the Commission information relating to the *346 Patext,
Petitioner has not shown that his testiviony will shed no addiGonal light on matters that fall
within the scope of the Commiission's investigatory-eoncerns. - As a key executive of Walson,
Petitioner’s testimony may wel be useful in elabotating on fhe informaticn or explaining
relevant circumstancos. Under the broad standard applicable to-the investigatory process,
Commission staff is entitled to question Petitioner to detenmine if he has any additional relevant
information.

As'indicated above, the investigation related to the *346 Patent focuses on two critjcal
questions: (1) whether the company has eatered into any agreements that restrict it from
telinquishing any exclusivity it inay have in connection with that patent, and (2) if not, why the
company is not pursuing poteritially lucrative errangements with third parties concerning
relingnishment. In connection with these issues, and as indicated above, the Commission issued
CIDs to Watson snd Carlsbad on May 19, 2009, and subpoenas ad testificandum to two
executives at each company, including Petitioner. Petitioner confends that Watson “fulty™
responded to “each and every™ inguicy in the CID directed to it, and that because Mz, Buchen
confirmed the company’s tesponses daring his investigational hearing, Petitioner’s testimony is
unnecessary.” The record, however; leaves certain open quéstions.

On the first issue of interest, one of the CID specifications directed to Witson required
the company 1o “[ijdentify and provide.one copy of rach agresment, whether written or oral, that
‘protibits; blocks, prevesits, compromises, or limits if any way Watson or: Carlsbad’s ability to
relinquish eligibility to laim 180-day Marketing Exclusivity for Generic Provigil,” and to
identify “Ft]he portion(s) of the agreement that prokibit or limit Watsen or Carlsbad’s ability to
relinguish.”** In response, Watson identified its settlemieiit apreernerit with Cephalon as the only
agreement that “rhay relate” ta its ability te relinquish, but failed to identify the portions that
‘prohibit o limit its abilityto relinguish.'* Tn resporise to:follow-up questions by staff desigried
to-elicit complete answers, Watson simply stated that the settlement agreement “speaks for
itself” and, citing attomey-client privilege, refised to provide any information about Watson's
understanding of how that agreement might relate.to marketing exclusivity.'s Az for
Mr. Buchen's investigational hearing, he identified an indemmification provision in the Cephalon
settlement agreement that “might relate to the inivestigation,” but declined to answer questions
about any other provisions, including whether the setilement agreement limits Watson's ability
to relnquish exclusivity.!” Against this backdrap, it is reasonabl¢ for the Commission to seek

W Petition az 16.

 CID to Watson, FTC Fils No, 0610182 (issued May 15, 2005).

" Watson Responses to Cib, FTC File No, 0610182 (June 10, 2009).
161 gtter from Maria A. Raptis o Saraliss Brau fJune 17, 2009).

¥ Buchen Transcript at47, 50-51.
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testimony fromt additional witnesses ox these issues, Watson has identified Petitioner as the only
-other person other then Mr. Buchen who is knowledgeable about the issues and it is therefore
logical to seek his:testimony.

On the second issue of interest; one of the CID specifications required Watson to
“[i]dentify each company with which Watson had contact relating to ... eligibility to claim 180-
day Marketing Exclusivity for Generic Provigil; or the relinquishinent thereof,” and “[w]hether
Watson entered into an agreement as a result of these discussions, and the reasons for Watson’s
decision.™* In response, Watson identified a particular company with which it had discussions,
stated that specific terms were not dxsc'ussed and that no agreement or decision had been
reachied, but failed to provide any rationale.”® In fesponse to follow-up questions by staff’
désigned to.elicit complete answers, ‘Watson again failed to provide the information sought,
based on attomey-client privilage.® Yet at Mr. Buchen’s investigational kearing, he provided at
least two rationales for not pursuing relinquishment: ‘(1) discussicns with the company stopped
after isswince of the Cotinission’s process, and (2) his'own business view that Wittson would be
in a'better position to launch its own product; ' Givenihis information, after Watson's initial
response failed to expiain its decision and itg fallow-up response-failed to pravide the requested
information based on privilege, we again find that it is reasonable for thie Commission to pose

“questions to Petitioner to determine what he knows.

We recognize that questions directed to Petitioner about whether Watson bas an
agreerrient that in some way limits its ability to relinguish any marketing exclusivity rights it has,
as well as about the basis for any decision of Watson not to relinguish any such rights, may
impligate privileged communications. However, that does not provide & basis upen which to
guash the subpoena for his testimnony in its entirety. Railier, the proper procedure is for (1) the
investigational hesring to take place; (2) Petitioner to assert the privilege (as be belioves it to be
applicable); and (3) Commission staff to establish facts through questioning to determine
whether Pefitioner’s assertion is proper.

L

Petitioner also suggests that the subpoena directed to him is unreasonable becanise, as
President and CEQ of Watson, there is no reason to believe that he has personal knowledge of
relevant information that carinot be obtained through othermeans.® Petitioner provides no case
law mdmanngthat the so-ealled “apex doctins” appliesinan adniinistrative investigation, Even
assuming, without deciding, that the principle might apply, we find that i it does not provide an
adequate basis to'quash the subpoena here.

1D to Watson, FTC File No, 0610182 (issucd May 19,2009).
¥ 4Watéon Responsés to CID, FTC File Ne, 0610182 (June 10, 2008).
% etter from Metia' A. Rapeisto- Sfalisa Brau (June 17,2009),

% Buchen Transcript 2t 33, §7-68.

2 Petifion af 17-19; Requést atk 3.
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As-a preliminary mtter, we note that high-ranking executives are, of course, not
insulated from discovery. Six West Retail Acguisition, Inc. v. Sory Theatre Mgmi. Corp., 203
FRD. 98,102 (S:D.N.Y. 2001). Even-when such an executive denies having personal
knowledge of relevant jssties, the examining party may test such a claim, Id,

In the current investigation, tlie Conimission has already sought informiation through
CID 1o Watson, through & CID to Carlsbad, through an investigationsl hearing:of Mr. Buchen,
and through an investigational hearing of a Carlsbad executive, Petitioner is another Jogizal,
possible source of relevant informatior; since Mr. Buchen identified him as the only pérson with
‘whom Me. Buchen had discussions regarding potential rélinquishment, In addition, Petitioner
has personal knowledge of conversations that ke had with Mr. Buchen, as well as other factual
information that may not have been discovered yet-and may not be privileged. Therefore, even
under the stringent standards Petitioner suggesis apply to administrative investigations, the
fnvestigational hearing requested here is warranted.

To summarize; we.find no basis for Petitioner”s assertion that the subpoena is.
“unreasonable” in requesting Mr. Bisaro’s testimony. Accordingly, we reject Petitioner’s
arguments to the conttary,

IV,

Petitioner firrther contends that the subpoena is improper becausé it was issued for an
improper-purpose, i, “to pressure Watsorr te relinguish any exclusivityrights it may have, and
thersby atterept to enpineer generic entry into the miodafinil.market.™ In particular, Petitioner
- asséris that Commission steff thréateped to contime its investigation of Watson if the company
did not relinquish any exclusivity rights it has, and catried out that threat by issuing the process
at issue jn the Petition.

These allegatians are. baseless and do not support the Pefition’s assertion that the
subpoena was issued for an improper purpose, The subpoena wes issued pursuant to g valid and
extant resolution “[tjo determine whether Cephalon, Inc., ... Catlsbad Technology, Ine., Watson
Pharmacenticals, or others have engaged in arny unfair methods of competition that violate
Section 5 of the Federal Trade Commission Act, 15 U.S.C. Sec, 45, as amended, by entering into
apreenients regarding modafinil products.” Piursuant to that resolution, the Commission is
anthorized to investigate whether Watson has entered into any agreements relating to
relinquishment of any marketing exclusivity tights that it may have for generic modafinil, and, if
not, whether it intends to relinquish such rights. In such an investigetion, Commission staff may
explore or suggest certain actions that might negate any enticommpetitive concerns identified. We
find that issuing a subpoena for the testimony of the President.and CEO of Watson about any
company agresments gnd discussions with third parties with regard to relinquishment — after first
issuing CIDs to the company and receiving the testimony of another of its executives — is clearly
2 proper purpase,

® petition at' 19.
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V.

Finally, Petitioner contends that if his investigational hearing is to proceed, it is “unduly
burdensome” for him to appear at FTC offices in Washington, D.C. a5 opposed to his place of
residence Petifionet provides nothing more than a generalized assertion of burden, and does
not explain how His ttavel to and participation:in an investigational heariiig in Washington, D.C.
is-unduly burdensome. On the curfent record, we therefore rejoct Petitioner”s request that the.
investigetional hearing proceed at a location other than the FTC’s offices in Washingion.

‘Conciusion aud Order

For all of the foregoing reasons, 1T IS HEREBY ORDERED THAT the Request be,
and it hereby iy, DENTED,

¥T'IS FURTHER ORDERED THAT Petitioner appear on Aptil 15, 2010, for an
investigational hearing in Washington, D.C., unless otherwise agreed to by Commission stiff.

By direction of the Commission. g ‘g : :

Donald 8. Clark
Secretary

# Petition ar 19; Request at 3;
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION ;
Petifioner, g

v, ; Mise. Ho. 1:10-4mc-00289 (CKK)AK)
PAUL M. BISARO, :))
Respondent. §

DECLARATION OF SARALISA €. BRAU

Pursuant to 28 U.8.C. § 1746, Saralisa C. Brau declares as follows:

1. 1 am a Deputy Assistant Director in the Health Care Divigion ‘within the Bureau of
Competition of the. UU.5. Federal Trade Commission {(“FTC" or*Commission™). I have day-to-
@ supervisory ras.ponsibi]ity Qv& the Commission's modainil investigation.

2. I'submit this declaration in support of the Commission’s Motion for Leave to
Supplement the Record and to Enforee the Subpoena Ad Testificandum Forthwith. The facts set
forth herein are based on my personat knowledgeé or information made known tome in the
course of my official duties.

3. The Cammission opened the modafinil investigation in 2006 to determine if
Cephalon, Iric. (“Cephalon”), Watson Pharmaceuticals, Inc. (“Watson™), and certain other
generic companies had entered into-unlawful agreements to delay the introduction of generic
versions of Provigil, Cephalon’s branded modafinil product. The initial phase of the modafinil
invest] gatiq_n focused on the generic companies” challeriges to Cephalon’s U.S. Resissued Patent

1
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No, 37,516 (“the 516 patent”} and Cephalon’s 2005-2006 settlements of the *S16 patent
litigation, under which Watson and the other generic companies agreed they would not market
generic modafinil until 2012. The initial phase of the Commission’s-modafinil mmvestigation
culminated in the filing of a federal court complaint against Cephalon (but not Watson or the
other generiés) in February 2008, which is currently being litigated in the Eastern District of
Pennsylvania. See FTCv. Cephalon, Inc., No, 2:08:-ev-2141-M3G, 2010 U.S. Dist. LEXIS
29905 (E.D. Pa. Mar. 29, 2010) (denying motion to disthiss). After filing the complaint, the
Cormnission’s modafinil investigdtion remained open, albeit inactive.

4. The most recent phase of the modafinil investigation began when, in January
2009, Commission staff first learned that Cephalon had filed a new patent in the Food and Drug
Administration’s (“FDA’s") Orange Book covering Provigil, U.S. Patent No. 7,297,346 (“the
346 Patent”), and that Watsor: — on the same day — had filed a Paragraph IV certification
against the ‘346 Patent claiming that the patent was either invalid or not infringed by Watson’s
generic. product. Based on my understanding of applicable statutes and regulations, these events.
created the possibility that Watson might be a “first filer” with. regard to the “346 Patent. As
“first filers,” generic companies aré eligible for 180 days of marketing exclusivity at such time
that the FDA grants final approval to their gencricdrug applications: That Watson migfit have
potential marketing exclusivity atising fron the *346 patent raised questions about whether
‘Watson’s agreerent niot t6 market generic modafinil uritil 2012 might act as an additional
impediment to generic modafini] entry by other generic companies. In light of these new facts,

FTC staff resumed the modafinil investigation.
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5. Between March 2 and May 5, 2009, Markus H, Meier, the Assistant Director of
the Health Caré Division, and 1 initiated several telephone calls to Watson’s counsel, Steven C.
Sunshine of Skadden, Arps, Slate, Meagher & Flom LLP, to discuss the latest developments in
the modafinit investigation. Those conversations, and what did and did nét occur as 3 result of
those conversations, raised troubling quesfions about whether Watson had entered into a
potentially per se unlavful agreement with Cephalon not to relinquish any modafinil marketing
exclusivity it might have. Beginning in May 2009, the Commission issued additional
compulsory process, including the subpoeria ad testificandum to Mr. Bisaro; to resolve those
questions.
The Evidentiary Basis for the Investigation
6. The evidentiary basis for staff's concerns about an unlawhsl agreement betwesn
Watson and Cephalon not to relinquish Watson’s potential exclusivity rights centered om two
issues. First, in Section 2.1 of the 2006 Settlement and License Agreement betwsen Cephalon
and Watson’s business development partner, Carlsbad Technologies, Inc., (“the Settlement
Agreement”), Watson had agreed not to “make, use, offer to sell, o sell, or actively induce or
assist any other entity to mike, use, offer 16 sell, ot sell dny Generic Modafinil Product within
the Territory . .. .”' To the extent that Walson's agreement riot 1o “actively induce or assist any
- other entity,” precluded it from relinquishinipg any exclusivity vighits it might have, this provision

could violate the antitrust laws as an agreement amoiig poteritial competitors:to block other

! Settlemenit Agreement § 2.1 (emphasis added). Although to the Commission’s knowledge the
parties have not disclosed publicly the complete terms of the Settlement Apreement, Cephalon
included a rédacted version (containing the language quoted abiove) as Exhibit 10.1 to its 10-Q,
filed with the SEC on November 8, 2006,



142

generic competitors from entering the market. See Jnre Cardizem CD Antitrust Litigation, 332
F.3d 896, 907-08 (6™ Cir. 2003) (¢condenmning an agreeinent between a brand and genetie
company not to relinquish exclusivity rights as a per se violation of the antifrust laws). This
provision of the Settlement Agreement had not been a focus of the initial phase of the
investigation because Watson was not a first filer with regatd to the *516 patent, and was
thercfore not cligible for marketing exclusivity. That changed, however, after FTC staff leamed,
in January 2009, that Watson was = first filer with potential exclusivity rights arising from the
later-listed “346 patent,

7. Second, Watson: appeared disinclined to pursue a potentially profitable business
opportunity in which it could relinguish any modafiriil exclusivity rights it might have in
exchange for substantial compensation. In a telephone conversation with Mr. Sunshine in March
2009, Mr. Meier posited hypothetical seenarios o explore whether Watson might profit from

relinquishment of any exclusivity rights it might have. Based on my understanding of the fucts
at the time, it appéared that relinquishment could be a more profitable option for Watsor than,
waiting to launch its generic modafinil product under the terms of the Settlement Agreement.

8. On March 13, 2009, Mr. Meier asked Mt. Sunshine if Watson would be interested
in talking with a third party, Apotex, Inc. (“Apotex™) about a potential agreement to relinquish
whatever marketing exclusivity rights Watson might have. Mtr. Sunshine affirmed that Watson
would be interested in talking to Apotex about the possibility of relinguishment, and identified
David Buchen, Watson®s General Counsel, as the person at Watson that Apatex should eontact.

9. If Watson chose to relinquish its potential exclusivity, the FTE’s ongoing
investigation about. whether Watson had agreed with Cephalon zot to ﬂhquh its exclusivity

4
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would have been resolved, leaving nothing further 1o investigate. In contrast, if Watson chose
not to relinquish its potential exclusivity, the FTC would need to-assess whether Watson was
acting independently or whether the reason for the decision was attributable to an unlawful
agreement with Cephalon nat to relinquish,

10.  OnMay 35,2009, Mr. Meier and I called Mr. Sunshine to determine whether thete
had been any further developments relating to Watson’s:potentiel relinquishment. .On May 6,
2009, Mr. Meier and T placed a simiilar call to Apotex’s Vice President of Global Intellectual
Propetty, Shashank Upadhye. Mr, Upadhye told FTC staff that discussions with Watson had
stalled and that Watson did not appear to be intérested in pursuing a business arrangerent with
Apotex. Based on these conversations, by early May 2009, it appeared to FTC staff that Watson
was not interested in potential relinquishment.

11. Watson's apparent decision to forego a potentiaily profitable business
opportunity relating to relinquishment raised further questions to staff about why Watson was
acting in-a manner that appedred to be contrary to its own economic interest. These questions,
combined with staff’s concerns about Section 2.1 of the Setflement Agreement, required forther
investigation to assess whether the reason for the decision was attributable to an wnlawfi
agreement with Cephalon not to relinguish.

Watson Repeatedly Fails to Answer the FTC"s Questions

12, OnMay 19,2009, the Commission issued narrowly targeted Civil Investigative
Demands (“CIDs™) to Watson {the “Watson CID") and its development partner, Carlsbad, to
determine, inter alia, whether Watson is a party to-any agreement that limits its ability to
relinquish any marketing exclusivity rights it may have with respect to generic Provigil,

5
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13.  Specifically, Specification 3 of the Watson. CID required it to identify “each
agreemient, written or oral, that prohibits, blocks, prevents, compromises, or lmits in any way
Watson or Carlsbad’s ability to relinquish eligibility to elaim 180-day Marketing Exclusivity for
Generic Provigil,” as well as “(t]he portion(s) of the agreement that prohibit or limit Watson’s or
Carlsbad’s ability to relinquish.” (Pet’r’s Reply Mem. in Supp. of Pet. for an Order Enforcing
Administrative Subpoena Ad Testificandum and Opp’n to Resp’t’s Mot. to Compel,
Supplemental Pet, Ex. 2. (Doc. No. 20))

14, Inits written response dated June 10, 2009, Watson identified the Settlement
Agreement as the only agreement that “may relate” to its dbility to relinguish; stating that “{a]ny
relevant limitations or restrictions are contained therein.” Watson, however, did not identify the
relevant portions of the'agieement as required by Specification 3 of the CID, (/. at Ex. 2.) On
June 11, 2009; Commission staff responded with & letter to 'Watson®s counsel identifying the
aeﬁcimcy of Watson’s initial CIID responise arid again requesting that it identify the relevant
portion of the Settlement Agregment as required by the CID. (/4 at Bx. 3.)

15.  Inaletter from counsel responding to Commission staff on June 17, 2009,
Watson again refused to provide the requested information, stating that “[tjhe Agreement speaks
for itself” and claiming privilege for “Watsons analysis of . . . howthe Agreement may relate to
FDA miarketing exclusivity.” (/d, at Bx. 4.}

16.  During the June 25, 2009 investigational hiearing of David Buchen, Watson’s
General Counsel, Mr, Buchen identified an indemnification provision of the Settlement
Agreement that “might relate. to the investigation,” but refused to answer when asked about any
other provisions. (/d at Ex. 5.) Mr Buchen also refised to answer when asked whether the

6
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Settlement Agreement limits Watson ability to relinquish any rights to marketing exclusivity it
may have with respect to generic Provigil. (/d)

17.. ~The May 19, 2009 Wa’tson CID) alsc soupht information relating to Watson’s
discussions with third parties regarding relinquishient. Specifically, Specification 4 reqizired
Watson to identify “each company with which Watson had contact relating to: “. . . eligibility to
claim 180-day Marketing Exclusivity for Generic Provigil; or the relinquishtnent thereof™ and
“[w]hether Watson entered into an agréernent as a result of these discussiors, and the reasons for
Watson’s decision.” (Jd at Ex. 2.))

18.  OnJune 10, 2009, Watson identified Apotex in its written Tesponse as a firm with
which it had discussed relinquishment, stating that “[n]o agreement or decision has been
reached.™ Watson,:hnwéver, did not provide the reasons as required by Specification 4 of the
FTC’s CID. (/4) ‘On June 11, 2009, Commission staffidentified the deficiency of Watson’s
initial CII} response in a letter to counsel, and requested again that Watson provide the reasons
why no agreement was reached with Apotex. (/d. atEx. 3.)

19.  Agzain, Watson refused to provide the tequested information. In a letier from
counsel -on June 17, 2009, Watson responded that the company’s decision*is inextricably
intertwined with legal matters; Watson’s internal deliberations regarding this matter implicats
legal advice and are proteécted from disclosure by the attorney-client privilege.,”(Jd at Ex. 4.) At
his June 25, 2009 investigational hearing, however, Mr. Buchen identified for the first time two
apparently non-privileged bascs for not pursning an agreement with Apotex, (Jd atEx. 5.) Mr.
Buchets also identified Mr. Bisaro 2s the only person at Watson with whom he kad spoken
regarding relevant discussions with a third party about a-possibledeal for generic Provigil. (Id}

7
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M. Bisaro, as President and CEO of Watson, is well positioned to testify, among other things,
about whether a potential business arranigement with a third party to relinquish any modafini}

exclusivity is likely to be in the company’s economic interest,

I declare under penalty of perjury that the foregoing is true and correct.

Executed on: Juty 21, 2010 B C 5

“Baralisa C. Brad’
Deputy Assistant Director
Bureau.of Competition
Federal Trade Comumission
‘Washington, DC 20580
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FTC antitrust blitz
"Done deals” unraveled upon agency review of past mergers.

Jenna Greene
July 26, 2010

There's no such thing as a done deal. That's the message from federal
antitrust enforcers, who in recent months have ramped up attacks against
consummated mergers, aggressively breaking up already combined
companies.

In the past two weeks alone, the Federal Trade Commission (FTC)
announced two consent orders requiring companies to sell off assets from
past mergers deemed anti-competitive. Court cases are pending as well.
The FTC in May filed suit against The Dun & Bradstreet Corp., targeting its
purchase of a competing education data provider 15 months after the fact,
while the U.5. Department of Justice {DOJ) has challenged Dean Foods
Co.'s acquisition of Foremost Farms last year. "if evidence of an antj-
competitive effect emerges, we'll take a look at that,” said Richard
Feinstein, director of the FTC's Bureau of Competition. "Our track record
makes that clear.”

it's not new for the antitrust agencies on occasion to go after consummated
deals. What's different is the number and variety of mergers under fire,
from big deals like Fidelity Naticnal Financial Inc.'s $258 miilion purchase
of LandAmerica Financial Group Inc.'s title insurance business to tiny
transactions like Election Systems & Software Inc.'s $5 million deal to buy
Premier Election Solutions Inc.

Since the start of fiscal year 2009, the FTC has challenged seven
consummated mergers. By comparison, during the previous five years, the
FTC averaged just cne complaint per year.

As for the Justice Department, challenges to consummated deals have
held steady — twe so far in 2010, one in 2009, one in 2008, two in 2007.
But there's been a spike in civil investigative demands — similar to
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subpoenas — issued by the department, indicating heightened interest in
the area. Seven such demands were issued in 2009, while five to date
have issued in 2010, compared to two in 2008 and one in 2007.

The explanation, antitrust lawyers say, is not a change in policy, although
the activity surrounding consummated deals roughly corresponds to the
change in administration. Instead, they point to the economy. "There are a
lot fewer Hart-Scott-Rodino reportable deals. It means the staff has more
time to look at consummated deals,” said Jones Day partner David Wales,
who was acting director of the FTC's Bureau of Competition from 2008 to
2009.

REDUCTION IN MERGER FILINGS

The Hart-Scott-Rodino Act requires companies to notify DOJ or the FTC
about large mergers — the current threshold is $63.4 million — prior to
closing. Most of the time (though not always) antitrust issues are resolved
during this review.

But the number of deals subject to Hart-Scott preclearance review has
plummeted during the recession.

According to DOJ, in the 2009 fiscal year, a mere 713 such merger filings
were filed — a 30-year low. That's a 60% drop from 2008, when there were
1,726 notifications. The decline is even starker compared to 2007, when
there were 2,201 reportable deals.

Mergers have rebounded somewhat in 2010. With a little more than two
months left in the fiscal year, about 890 deals o date have been granted
so-called early termination — a green light to proceed — but it still puts
2010 on track to be one of the lowest in recent years. "lIt's unquestionably
the case in the last couple of years that filings are down,” Feinstein said.
"That's given the merger shops some ability to devote a little more attention
to transactions that are not reportable.”

But just because the deals may be small doesn't mean the allegations are



149

trivial. For example, the FTC is currently awaiting a verdict in a case
against Gvation Pharmaceuticals (now Lundbeck Inc.) in U.S. district court
in Minnesota.

The agency challenged Ovation’s 2006 purchase of the drug NeoProfen
from Abbott Laboratories — a transaction that originally escaped review
because if fell below the Hart-Scott reporting threshold. The drug is used to
treat a serious and potentially deadiy heart defect affecting about 30,000
premature babies a year. A year before buying NeoProfen, Ovation struck
a deal with Merck & Co. for the rights to Indocin, which according to the
FTC is the only other drug used to treat the heart condition.

Cvation then raised the price of Indocin from $36 a vial to $500 (an
increase of nearly 1,300%) and set the price of NeoProfen at $483. The
FTC has charged the company with violating Section 7 of the Clayton Act
and Section 5 of the FTC Act. It wants the judge to force the company to
divest NeoProfen, and also to disgorge all excessive profits — a rarely
sought remedy reserved for the most serious violations.

FTC Chairman Jon Leibowitz in a December 2008 statement called the
company "immoral” and accused it of "profiteering on the backs of critically
ill premature babies.”

Qvation's lawyer, Alfred Pfeiffer Jr., a partner in Latham & Watkins' San
Francisco office, did not return a call seeking comment.

Cases like Ovation that fali below the reporting threshold "are generally
started by people calling up to compiain,” said O'Melveny & Myers partner
Richard Parker, a former director of the Bureau of Competition. He
cautions clients whose deals fall below the Hart-Scott threshold that, post-
merger, they "need to behave in a pro-consumer, pro-competitive fashion.
Customers are watching, and they're not afraid fo complain.”

it's not always custorers who tip off the feds. According to The Capital
Times of Madison, Wis., the Justice Department got wind of Dean Foods'
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acquisition of Foremast Farms from University of Wisconsin Law School
professor Peter Carstensen, an antitrust expert, who read about it in the
local newspaper.

In April 2008, Dean bought Foremost for $35 million, an acquisition that
DOJ says gave the company 57% of milk sales in Wisconsin and parts of
Michigan and illinois and eliminated substantial competition in milk sales to
schools, grocery stores and other retailers.

in January, DOJ sued Dean, alleging violaticns of Section 7 of the Clayton
Act. A Wisconsin judge in April called the government's complaint "not well
structured,” but denied Dean’s motion 1o dismiss. The case is now in
discovery.

Paul Denis of Dechert represents Dean in the case. While declining to
comment on the matter specifically, he's noticed the overall uptick in cases
involving consummated deals. "The [Hart-Scott] filings are way down.
They're going to do other things,” he said. "lf they find acase ina
consummated deal, they'll bring it.”

Even very small deals have recently come to the government's attention.
For example, the Justice Department in March simultanecusly announced
a suit and proposed settlement with Election Systems & Software. The
department and nine states objected to the company's 2009 purchase of
voting equipment systems from Premier Election Solutions.

The doillar value of the transaction was small — a mere $5 million — but
the impact was outsized. DOJ alleged the deal made Election Systems the
provider of more than 70% of voting systems in the United States. The
terms of the settlement call for Election Systems to divest all associated
inteflectual property as well as cther Premier assets. Election Systems was
represented by Joseph Krauss of Hogan Lovelis, who did not respond to a
request for comment.

"Some companies have a naive view that, if you don't have to file a Hart-
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Scott, you're home free, and that's just net right,” said Cleary Gottlieb
Steen & Hamilion partner George Cary, who was not involved in the case.
"The government has always had the position that there's no such thing as
a deal too small to worry about.”

A SECOND LOGK

In a few rare cases, the transactions at issue have been above the Hart-
Scott threshold. That was the case in one FTC action announced earlier
this month.

On July 16, the FTC charged that Fidelity National Financial's 2008
acquisition of three LandAmerica subsidiaries for $258 million was anti-
competitive. To settle FTC charges, Fidelity agreed to sell assets in the
Portland, Ore., and Detroit metropolitan areas, and in four other Cragon
couniies.

Fidelity was represented by Paul, Weiss, Ritkind, Wharton & Garrison
partner Joseph Simons, who declined comment.

What made the deal unusual was that, at the time of the purchase,
LandAmerica had filed for a Chapter 11 reorganization in U.S. bankruptcy
court in Virginia.

Wales, who was acting director of the Bureau of Competition when the
FTC reviewed the deal, ncted that, in a bankrupicy, the assets being
purchased could expire if the antitrust review drags on. "The government
has to weigh the value of holding up a deal versus allowing it to go through
and dealing with issues laler,” he said.

In this case, the markels where competition was reduced made up only a
small portion of the overall deal, which included 102 title insurance
companies in 25 states. LandAmaerica agreed to sell assets in Oregon to
Northwest Title and those in Michigan to Data Trace. "l think it reflects on
our ability 1o take a practical approach,” Feinstein said.

Jenna Greene can be contacted at jgreene@aim.com.
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

COMMISSIONERS: Jon Leibowitz, Chairman
William E. Kovacic
J. Thomas Rosch
Edith Ramirez
Julie Brill

Statement Of The Federal Trade Commission
Concerning Subpoena Issued To Paul M. Bisaro

Today the Commission filed court papers in support of its petition to enforce a subpoena
issued to Paul M. Bisaro, CEO of Watson Pharmaceuticals, Inc. The Commission’s subpoena
enforcement action followed its unanimous letter ruling, dated April 2, 2010, denying
Mr. Bisaro’s petition to quash the Commission’s subpoena seeking his testimony and rejecting
his argument that the subpoena was issued for an improper purpose.

The Commission continues to stand behind its subpoena and its investigation. The
investigation, which was initiated pursuant to a unanimously adopted Commission resolution,
relates generally to a series of agreements entered among the branded drug company Cephalon
and several generic drug companies to delay entry of generic versions of Provigil, a sleep
disorder medication with nearly $1 billion in annual U.S. sales. As the Commission has alleged
in a related enforcement action against Cephalon, these agreements cost consumers hundreds of
millions of dollars a year. The Commission has substantial and legitimate concerns about these
pay-for-delay agreements and their impact on consumers.

As today’s court filing makes clear, the Commission issued the subpoena to Mr. Bisaro
for an entirely proper purpose. The Commission sought to determine whether an agreement
between Watson and Cephalon has prevented Watson from relinquishing certain regulatory
exclusivity rights. Such an agreement likely would be a per se antitrust violation and have
enormous negative effects on consumers. For this reason, the Commission sought the testimony
of Mr. Bisaro. The subpoena was not issued “to pressure Watson to relinquish any exclusivity
rights it may have, and thereby attempt to engineer generic entry into the [Provigil] market,” as
Mr. Bisaro argued in his petition to quash the subpoena. The Commission continues to believe
that it is entitled to Mr. Bisaro’s testimony in this matter.
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION ;
Petitioner, )

V. ; Misc. No. 1:10-me-00289 (CKK)(AK)
PAUL M. BISARO, ;
Respondent. %

PETITIONER FTC’S MOTION FOR LEAVE TO SUPPLEMENT THE RECORD AND
TO ENFORCE THE SUBPOENA AD TESTIFICANDUM FORTHWITH, AND
MEMORANDUM IN SUPPORT

On July 13, 2010, this Court entered a Memorandum and Order finding that Respondent
had made a “colorable claim” that the Federal Trade Commission (“FTC” or “Commission”) had
engaged in misconduct by seeking Respondent’s oral sworn testimony in a law enforcement
investigation issued pursuant to a resolution approved by the full Commission. Contrary to
Respondent’s assertions, the Commission’s actions were carried out for legitimate law
enforcement purposes in furtherance of the public interest — and, in one critical instance, with the
consent of Respondent’s counsel. Accordingly, we submit this Motion to Supplement the
Record in order to provide the Court with a more complete factual background, and to ensure
that this evidence is available on the public record and not just to Respondent. The Commission
also moves this Court to enforce its Subpoena Ad ¥estificanchim forthwith, as there is no

remaining cause for delay.
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For the reasons set forth below, we seck to supplement the record with (i) answers to
Respondent’s two interrogatories sworn to by Markus H. Meier, chief of the Health Care
Division (“Interrog. Resp.” attached as Exhibit A,); (ii) a Declaration by Richard A. Feinstein,
Director of the Commission’s Bureau of Competition and former chief of the Bureau’s Health
Care Division (“Feinstein Decl.” attached as Exhibit B); and (iii) a Declaration by Saralisa C.
Brau, Deputy Assistant Director of the Bureau’s Health Care Division and the person responsible
for day-to-day management of the investigation into potential anticompetitive conduct of Watson
Pharmaceuticals, Inc. (“Watson™) (“Brau Decl.” attached as Exhibit C). Because the factual
record amply demonstrates that the requirements for judicial enforcement have been satistied,
and for the reasons set forth in more detail below, the FTC also respectfully moves this Court to
take all steps necessary to further the enforcement of the July 22, 2009, subpoena ad
testificandum forthwith.

PRELIMINARY STATEMENT

The FTC acted appropriately at all times during the course of this investigation. Further,
Respondent has made no objective “showing” of misconduct, and the “extraordinary
circumstances” that might justify discovery within the context of summary subpoena enforcement
proceedings are not present here. Federal Trade Commission v. Carter, 636 F.2d 781, 789 (D.C.
Cir. 1980). The Commission takes this opportunity to provide the Court with the full story. The
proposed submissions — the FTC’s Responses to Interrogatories, the Feinstein Declaration, and
the Brau Declaration — demonstrate that: the law enforcement investigation giving rise to the
subpoena at issue has been conducted in a proper and lawful manner that is fully consistent with

the ordinary course of Commission practice; that the Commission did not try to broker any deal
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between Watson and Apotex; that Watson’s interactions with Apotex are directly relevant to
determine whether Watson is bound by an agreement not to relinquish any potential exclusivity
rights; that there were no improper disclosures of confidential information made at any time
during the course of the investigation; and, finally, that Respondent has impeded an ongoing
Commission investigation, potentially causing harm to the public interest.

As detailed below, and elaborated in the papers already on file with this Court, the
requirements for judicial enforcement of the subpoena at issue have been fully satisfied. The
FTC therefore respectfully requests that this Court, with a complete record now in hand,
expeditiously resolve this matter pursuant to Local Civil Rule 72.3 so that the subpoena can be
enforced at the earliest possible date. Respondent should be ordered to fulfill his legal obligation
to cooperate with the lawful Commission investigation by sitting for an investigational hearing,

STATEMENT OF FACTS

The investigation giving rise to the subpoena in question, like all formal Commission
investigations involving the use of compulsory process, required majority vote of the
Commission. Feinstein Decl. at | 3; 16 CFR § 2.7(a). On August 30, 2006, the Commission
unanimously issued a Resolution authorizing the use of compulsory process in the present
investigation.! The initial focus of the staff’s investigation concerned a patent settlement
agreement entered into between Cephalon, Inc. (“Cephalon™) and various generic companies
involving Cephalon’s ‘516 patent. Interrog. Resp. at 3; Brau Decl. at § 3; see also Dkt. No. 4
(Mem. of P. & A. in Supp. of Pet. of F.T.C. for an Order Enforcing Subpoena Ad Testificandunt)

at 4-5.

! Resolution Authorizing Use of Compulsory Process in a NonPublic Investigation, File No.
0610182 (August 30, 2006). Pet. Exh. 2 (Dkt. No. 3 at 10).
3
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It was not until January 2009, that the staff first learned of a subsequently-filed Cephalon
patent — the *346 Patent. Interrog. Resp. at 3-4; Brau Decl. at 4. The agency’s discovery that
this second patent had been filed gave rise to a series of questions regarding the impact that such
a patent might have on the competitive conditions in the market for generic modafinil — including,
specifically, whether this second patent might be used to block generic entry. Interrog. Resp. at 4.
At this point, the question arose as to whether Watson might have exclusivity rights with respect
to a generic version of modafinil relating to the ‘346 Patent; and whether Watson had agreed with
Cephalon not to relinquish or pursue those rights in exchange for a payment from Cephalon to
Watson. Interrog. Resp. at 4; Brau Decl. at § 4. Such an agreement would likely be a per se
antitrust violation. See, infra, at 8. Thus, the Commission’s investigation regarding potential
anticompetitive conduct that might arise with relationship to the ‘346 patent began in January
2009, before any contact with Watson’s counsel.

In the ordinary course of pursuing the investigation, Commission staft talked to the Food
and Drug Administration (FDA) and to Apotex, Inc. (“Apotex”)* to gather information needed to
advance the Commission’s understanding of the ‘346 Patent and its effects on the marketing of
modafinil and any generic version of that drug, and to discover whether there was any possible
agreement between Watson and Cephalon concerning potential exclusivity rights held by Watson.

Interrog. Resp. at 4, 7. That staft action was fully consistent with normal and customary

* As detailed in the Interrogatory Responses, Apotex was an “obvious choice” to consult because
it had filed an ANDA for a generic version of modafinil and was blocked from entering by
Cephalon’s modafinil settlements, it was already selling generic modafinil in Canada, and its Vice
President of Global Intellectual Property, Shashank Upadye, is a published expert in the field.
Interrog. Resp. at 7.
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procedure followed in the ordinary course of Commission investigations. Feinstein Decl. at q 10.
At no time did staff improperly disclose any confidential information to the FDA, nor did staff
improperly discuss any confidential FDA information with Watson or others. Interrog. Resp. at
5, 11; Feinstein Decl. at 1 2, 14.

More specifically, issuance of the 346 patent represented a novel situation to staff,
Interrog. Resp. at 4, and a potentially new impediment to generic entry in the modafinil market.
To the extent generic manufacturers obtained first-filer rights on this patent, and had entered into
unlawful agreements with respect to those rights, it might allow them to block entry by other
companies seeking to enter with a low-cost generic version of modafinil, causing further
anticompetitive harm to consumers. Interrog. Resp. at 4; Brau Decl. at 4. That harm might be
avoided if a generic company decided to relinquish any claim of exclusivity rights it might have
on the ‘346 patent. But the FTC staff were concerned that Watson had lost the ability to do that.
Indeed, Section 2.1 of the 2006 Settlement Agreement between Watson and Cephalon could be
read to prohibit Watson from relinquishing any new exclusivity rights it might have obtained
based on any filing with respect to the ‘346 patent. See Brau Decl. at § 6.

Tn March 2009, Mr. Meier, the chief of the Commission’s Health Care Division in its
Bureau of Competition, contacted counsel for Watson, to probe whether Watson was willing to
relinquish any exclusivity rights it might have. Interrog. Resp. at 9; Brau Decl. at § 8. The basis
for this inquiry was staff’s belief that relinquishment could provide Watson with a potential
business opportunity and, at the same time, potentially save consumers of Provigil millions of
dollars a year by facilitating entry of generic modafinil. Brau Decl. at 7. If Watson was not
interested in relinquishing, 7.e., was foregoing a potentially profitable opportunity against its

5
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economic self-interest, the Commission would likely need to investigate further to assess whether
that decision was based on an unlawful agreement with Cephalon or some other reason. Interrog.
Resp. at 10; Brau Decl. at 9. Through a series of hypothetical questions, Mr. Meier sought to
determine whether Watson would be interested in entering into a profit-maximizing agreement
that would entail Watson licensing, relinquishing, or otherwise sharing whatever first-filer rights
it might have. Interrog. Resp. at 9. Before the conversation ended, Watson's counsel authorized
Mpr. Meier to contact Apotex regarding a possible deal between Watson and Apotex. Id.

Not only did Mr. Sunshine, Watson’s counsel, expressly assent to Mr. Meier calling
Apotex and inviting Apotex to contact Watson, Mr. Sunshine even identified Watson’s General
Counsel, Mr. Buchen, as the person Apotex should call. Tnterrog. Resp. at 9-10; Brau Decl. at
9 8. Contrary to Respondent’s allegations that the FTC was engaged in improper deal brokering,
the Commission was providing Watson with an opportunity to disprove its reasonable suspicion —
a suspicion based on language contained in the 2006 Settlement Agreement between Watson and
Cephalon — that an illegal agreement to refuse to relinquish existed. Thus, with the express
consent of Steven Sunshine, Mr. Meier and Ms. Brau thereafter contacted Apotex. Interrog.
Resp. at 9-10. In that call, staff suggested that, if Apotex also thought any potential deal might be
worth pursuing, it should contact Watson regarding a possible deal concerning generic modafinil.
Id. At no time did staff improperly disclose any confidential Watson information to any third

party, including Apotex. Interrog. Resp. at 5, 11; Feinstein Decl. at q{ 2, 14.

* These facts are omitted from Mr. Sunshine’s Declaration of July 30, 2009. Pet. Exh. 4 at 28-32.

6
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Despite the opportunity presented to it, Watson declined to negotiate a deal to relinquish
any exclusivity it may have, thereby leaving open the possibility that it had entered into an illegal
agreement with Cephalon. The Commission continued to investigate whether Watson had agreed
with Cephalon not to relinquish. Brau Decl. at | 12

In short, notwithstanding efforts by the staff to determine whether such an agreement
existed, Watson has, to this date, refused to give the Commission staff an unequivocal answer to
one simple question: has Watson agreed with Cephalon not to relinquish any exclusivity rights
that it might hold with respect to generic modafinil? Feinstein Decl. at | 12; Brau Decl. at §{ 14-
19; see also Pet’rs Reply Mem. in Supp. of Pet. for an Order Enforcing Admin. Subpoena 4d
Testificandum and Opp’n to Respondent’s Mot. to Compel, at 2-7 [Dkt. No. 21]. The
Commission seeks the sworn testimony of Mr. Bisaro for a proper purpose — to determine
whether there has been anticompetitive collusion between Watson and Cephalon. Watson’s
potential exclusivity rights arising from the ‘346 patent, the written settlement agreement between
Cephalon and Watson, Watson’s actions vis-a-vis Apotex, and Watson’s continued refusal to give
unequivocal answers to critical questions throughout this investigation, all support an inference
that Watson may have agreed with Cephalon not to relinquish any exclusivity rights it may have
with respect to generic modafinil. Mr. Bisaro is the only Watson executive besides Watson’s
General Counsel, Mr. Buchen, who is likely to have knowledge of critical facts relevant to the
Commission’s investigation, including the critical question concerning whether Watson has an
agreement with Cephalon prohibiting it from relinquishing any exclusivity rights. Mr. Buchen
has declined to answer that question unequivocally, asserting the attorney-client privilege. Brau

Decl. at [ 16; see also Dkt. No. 21, at 2-7.
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LEGAL ARGUMENT

Watson has yet to provide the Commission with a clear and unequivocal answer to the
question of whether it has agreed with Cephalon not to relinquish any exclusivity rights to generic
modafinil. This is a critical question with clear competitive implications. Agreements not to
relinquish exclusivity might be a per se violation of the antitrust laws. See In re Cardizem, 332
F.3d 896, 907-08 (6th Cir. 2003) (finding an agreement not to relinquish exclusivity rights to be a
per se violation of the antitrust laws).*

The Commission is authorized to ask this question pursuant to a valid Commission
resolution. Supra note 1. The subpoena at issue has gone through the full agency process in
being issued. The subpoena was issued by a Commissioner acting under delegated authority of
the full Commission. Feinstein Decl. at. 4, 5; 16 C.F.R. § 2.7(a). Respondent petitioned to
quash the subpoena, and his petition was rejected by FTC Commissioner Pamela Jones Harbour,

pursuant to authority delegated by the full Commission. Feinstein Decl. at § 5. Respondent then

* Asthe full Commission expressly noted in its Letter Opinion denying Petitioner’s Motion to Quash

the subpoena:
Courts have expressed great skepticism of agreements in which a generic manufacturer who
iseligible for the 180-day exclusivity agrees with the branded manufacturer not to relinquish
or waive that exclusivity. See, e.g. In re Ciprofloxacin, 544 F.3d 1323, 1339 (Fed. Cir.
2008) (agreeing that “the only legitimate allegation by the plaintiffs was that the 180-day
exclusivity period had been manipulated.”); In re Tamoxifen Citrate Antitrust Litig., 429
F.3d 370, 401 (2d Cir. 2005) (“[W]e think that an agreement to time the deployment of the
exclusivity period to extend a patent monopoly power might well constitute anticompetitive
action outside the scope of a valid patent.”); Andrx v. Ilan, 421 F 3d 1227, 1235 (11th Cir.
2005) (holding that delayed licensed plus putative agreement to refrain from ever marketing
a generic barred any competitors from entering “would exceed the scope of exclusion
intended by the *320 patent”); FTC v. Cephalon, Inc., No. 2:08-cv-2141, mem. op. (E.D. Pa.
Mar. 29, 2010) (declining to dismiss complaint alleging that agreement to settle patent
litigation and affecting relinquishment of exclusivity rights is anticompetitive).

Pet. Exh. 7, at 2, n.1.



161

Case 1:10-mc-00289-CKK -AK  Document 32 Filed 07/22/10 Page 9 of 17

filed a petition for review, and the full Commission, by unanimous vote, rejected arguments and
denied Respondent’s Petition to Quash, a petition in which he raised largely the same arguments
presented to this Court. Pet. Exh. 7; Feinstein Decl. at § 5. The Commission now seeks to
supplement the record in the interest of providing the full story to the Court and bringing this
matter to a close.

In this case, as Respondent acknowledged in its Motion to Compel, “[t]he only question
that needs to be resolved is factual —i.e., what is the FTC’s purpose in prosecuting the
Subpoena.” Dkt. No. 16, at 3. The Commission’s answers to Respondent’s Interrogatories and
supplemental declarations show that the agency’s purpose in prosecuting the Subpoena was
proper. And, as the Commission’s earlier briefing has demonstrated, and Respondent fails to
adequately refute, all of the other requirements for prompt judicial enforcement have been
satisfied.’> With both sides of the story now in hand, and the resulting showing that the
Commission has acted in accordance with the law and in pursuit of proper purpose, the FTC
respectfully requests that the Court act swiftly to enforce the subpoena ad testificandum.

L Fundamental Notions of Fairness Support Granting Leave To
Supplement The Record.

Presently, the evidentiary record in this case relating to the misconduct issue consists
almost entirely of one declaration submitted by Respondent’s attorney that relies on qualifying
words such as “indicated”, “hypothetical scenarios”, and “suggested” to insinuate misconduct in

this case but that falls far short of stating any fact that would demonstrate actual misconduct by

* At the very least, any remaining questions are principally questions of law and can be decided
based on the existing briefing; no further hearing is needed.

9
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the FTC. Pet. Exh. 4, Sunshine Decl. at §{ 15, 16, 22. Mr. Sunshine’s characterization of events
notwithstanding, the objective facts are themselves entirely consistent with good faith actions on
the part of the Commission. The Commission had not previously adduced its own evidence,
given its firmly-held position that any evidentiary response to Respondent’s unsupported
allegations was not needed, in light of this Circuit’s governing precedent. See FTC v. Carter, 636
F.2d 781, 789 (D.C. Cir. 1980).° Because the Commission is a law enforcement agency that

Congress has charged with protecting the public interest, the existence of even this tentative

b With respect, this Court applied the wrong legal standard in permitting discovery. Even if

the Court is correct that the rule from Carfer “cannot be squared” with United States v. Powell, 379
U.S. 48 (1964), Dkt. No. 31, at 9, Carter remains the governing law of the Circuit and must be
applied. Carter was issued 16 years after Powell and the panel who decided Carter had the benefit
of Powell in reaching its ruling (although the Carter decision does not expressly cite to 2owel, it
discusses Donaldson v. United States, 400 U.S. 517 (1971), a case which itself discusses Powell).
Just as the courts of appeals leave to the Supreme Court “‘the prerogative of overuling its ...
decisions,”” Rodgriguez de Quijas v. Shearson/American Express, Inc., 490 U.S. 477, 484 (1989),
district judges, like panels of [the courts of appeals], are obligated to follow controlling circuit
precedent until [the court of appeals] sitting en banc, or the Supreme Court, overrule it.” United
States v. Torres, 115 F.3d 1033, 1036 (D.C. Cir. 1997). Under the governing legal standard of this
Circuit, therefore, Respondent is not entitled to discovery.

And, even apart from this threshold legal error, the limited “facts” presented by Respondent
do not rise to the objective level necessary to support the extraordinary remedy of discovery in the
context of summary enforcement proceedings and a fortiorari, are insufficient to thwart the prompt
enforcement of the subpoena to which the Commission is demonstrably entitled. Thus, in United
States v. I'ensterwald, the single instance in which this Circuit has found “extraordinary
circumstances” sufficient to warrant discovery, the ruling was based on objective facts, that the court
expressly recognized to be “matters of public record,” demonstrating the likelihood that the taxpayer
was inappropriately targeted for a special audit outside of the course of normal agency proceedings.
553 F.2d 231, 233 (D.C. Cir. 1977). In contrast, the record here is bereft of any objective indicia
of bad faith. The only showing is Respondent’s characterization that is based on an incomplete and
suppositional accounting of events by counsel, where the underlying events are themselves fully
consistent with a lawful investigation carried out in the ordinary course of business. In light of its
overriding interests in setting the record straight and given the importance of securing prompt
enforcement of the subpoena, the Commission has not presently raised objections to the Magistrate’s
ruling in this case. The Commission, however, preserves the right to advance these arguments in
the future if necessary.

10
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finding by the Court potentially damages the public’s confidence in the work the agency does. It
is therefore important that the Commission have the opportunity to complete the record in this
case to make clear that the Commission has properly conducted itself in all respects in this matter.

Notably, in partially granting Respondent limited discovery in this matter, the Court has
directed the Commission to answer two interrogatories and has allowed Respondent ten days after
receiving the answers to supplement the record. The Court’s Order does not provide the
Commission with an opportunity to respond. Unless the Commission is given an opportunity to
supplement the record now, this means that the only evidentiary materials before the Court when
it ultimately decides this matter may be those provided by the party that has the greatest interest
in undermining the Commission’s integrity. Fundamental notions of fairness and due process
dictate that the Court be fully informed when making its decision. The Court should therefore
grant the Commission’s motion to supplement the record.

IL The Record, As Fairly Supplemented, Is Sufficient to Order
Enforcement of the Subpoena Ad Testificandum Forthwith

The standards for judicial enforcement of administrative investigative process have long
been settled in this Circuit. “[TThe court’s role in a proceeding to enforce an administrative
subpoena is a strictly limited one.” F7C v. Texaco, Inc., 555 F.2d 862, 871-72 (D.C. Cir. 1977)
(en banc) (citing Endicot{ Johmson Corp. v. Perkins, 317 U.S. 501, 509 (1943); accord,
Oklahoma Press Publ’g Co. v. Walling, 327 U.S. 186, 209 (1946), United States v. Morton Salt
Co., 338 U.S. 632, 643 (1950)). A district court must enforce agency process so long as the
information sought is not “unduly burdensome” to produce (Zexaco, 555 F.2d at 881), and is

“reasonably relevant” (id. at 872-73 n.23 (quoting Morion Salt, 338 U.S. at 652), or, putting it
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differently, “not plainly incompetent or irrelevant to any lawful purpose” of the agency. Texaco,
555 F.2d at 872 (quoting Endicott Johnson, 317 U.S. at 509). In making this determination, the
agency’s own appraisal of relevancy must be accepted so long as it is not ““obviously wrong.”
FIC v. Invention Submission Corp., 965 F.2d 10806, 1089 (D.C. Cir. 1992) (citing Carter, 636
F.2d at 787-88 (quoting Zexaco, 555 F.2d at 877 n.32)).

Respondent has previously argued that the “most important[]”of its reasons against
enforcement of the subpoena is that enforcement would result in an abuse of this Court’s process
because “the FTC exceeded its statutory law-enforcement mission by seeking to broker a business
deal between Watson and Apotex ... improperly using its privileged access to confidential
information in the process, and apparently providing Watson’s confidential information to
Apotex.” Resp’ts Mem. in Opp’n, Dkt. No. 12, at 3. As Respondent has also acknowledged, in
his Motion to Compel, this argument turns on a factual question. Dkt. No. 16, at 3. The Court
now has the evidence in hand necessary to resolve this factual question. There is no record
support that the FTC has exceeded its authority or otherwise acted improperly — beyond the
insinuations contained within the declaration of Respondent’s counsel. And there is now ample
evidence to the contrary.

With the Commission’s submissions now before the Court, the record demonstrates that
the FTC’s purpose in prosecuting the subpoena was legitimate. The Commission seeks to
ascertain whether or not Watson is party to any potentially anticompetitive agreement with
Cephalon that would prohibit it from relinquishing potential exclusivity rights in the generic

modafinil market.
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The agency timely began to investigate any potential anticompetitive effects resulting
from the filing of the ‘346 patent as soon as it first learned of the filing of the patent, before any
conversations with Watson’s counsel. Interrog. Resp. at 3; Brau Decl. at 4. There was, and
continues to be, good reason for the agency to seek this information. See Modern Home Institute,
Inc. v. Hartford Acc. & Indem. C0.513 F.2d 102, 111 (2nd Cir. 1975) (**Actions against the
apparent individual economic self-interest of the alleged conspirators may raise an inference of
interdependent action.”). Respondent remains one of only two people who can address the
agency’s concerns, Brau Decl. at § 19, and of the two, as Watson’s President and CEQ, Mr.
Bisaro is well positioned to testify as to whether any business arrangement to relinquish
exclusivity rights is likely to be in Watson’s economic self-interest. Brau Decl. at  19. As the
full Commission noted in denying Mr. Bisaro’s Petition to Quash the Subpoena: “While Watson
has provided the Commission information relating to the ‘346 Patent, [Respondent] has not
shown that his testimony will shed no light on matters that fall within the scope of the
Commission’s investigatory concerns. As a key executive of Watson, [Respondent’s] testimony
may well be useful in elaborating on the information or explaining relevant circumstances.” Pet.
Exh. 7 at 6.

Throughout the course of this investigation, Watson has done nothing to allay the
Commission’s concerns that it has reached an illegal anticompetitive agreement with Cephalon;
indeed, its actions (and inactions) indicate that it has. It should not be forgotten that the motion to
compel discovery represents another method for Respondent to use in impeding a legitimate law
enforcement proceeding. Respondent continues to avoid answering a central question to the
Commission’s investigation — namely, whether Watson’s settlement agreement with a rival

13
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manufacturer, Cephalon, limits Watson’s ability to relinquish any exclusivity rights it may have
with respect to marketing of the drug modafinil.

The Commission has shown that an investigational hearing of Respondent is necessary,
because, to date, none of the sworn testimony contains a definitive disavowal of the existence of
an agreement between Watson and Cepahlon that would prevent Watson from relinquishing
exclusivity. Respondent has failed to rebut the Commission’s showing that the investigative
hearing is necessary. Moreover, Respondent does not dispute that Watson has repeatedly failed
to answer, under oath, critical questions about the settlement agreement; it does not dispute that
Respondent knows relevant facts to the investigation; and it does not assert that the
investigational hearing would be unduly burdensome.

In furtherance of the interests of judicial economy and the public interest, and for the
reasons previously articulated to this Court, the FTC respectfully requests that the Court

recommend that Mr. Bisaro be directed to comply in full with the subpoena ad testificandum.
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CONCLUSION
For the foregoing reasons, the Commission respectfully requests that this Court grant its

Motion for Leave to Supplement the Record and Petition to Enforce the Subpoena Forthwith.

DAVID C. SHONKA
Principal Deputy General Counsel
(D.C. Bar No. 224576)

JOHN F. DALY
Deputy General Counsel for Litigation
(D.C. Bar No. 250217)

LESLIE RICE MELMAN
Assistant General Counsel for Litigation
(D.C. Bar No. 266783)

/[s/ Michael D, Bergman
MICHAEL D. BERGMAN
(D.C. Bar No. 437994)
(202) 326-3184

RUTHANNE M. DEUTSCH
(D.C.. Bar No, 498091)
(202) 326-3677

Attorneys

Federal Trade Commission
600 Pennsylvania Ave., N.W.
Washington, D.C. 20580
Fax (202) 326-2477
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Statement of Compliance
Pursuant to L.Cv. R. 7(m), on July 20, 2010, Petitioner’s counsel conferred with counsel
for Respondent regarding Petitioner’s Motion for Leave to Supplement the Record, and counsel
for Respondent opposes the motion. There is no obligation, under the local rules, to confer with

respect to Petitioner’s dispositive motion to Enforce the Subpoena Ad Testificandum Forthwith.

/s/ Michael D. Bergman
Michael D. Bergman
Attorney

Federal Trade Commission
600 Pennsylvania Ave.,, N.'W.
Washington, D.C. 20580
(202) 326-3184

Fax (202) 326-2477
mbergman(@ftc.gov
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CERTIFICATE OF SERVICE

I hereby certify that on July 22, 2010, a true and correct copy of the foregoing Motion for
Leave to Supplement the Record and to Enforce the Subpoena Ad 7estificandum Forthwith,
together with: Exhibit A: FTC’s Responses to First Set of Interrogatories of Respondent Paul M.
Bisaro sworn to by Markus H. Meier; Exhibit B: Declaration of Richard A. Feinstein; Exhibit C:
Declaration of Saralisa C. Brau; and a Proposed Order, were filed electronically in the United
State District Court for the District of Columbia using the CM/ECF system.

Notice of this filing will be sent by email to all parties by operation of the Court’s
electronic filing system or by mail to anyone unable to accept electronic filing as indicated on

the Notice of Electronic Filing.

Dated: July 22, 2010

[s/ Michael D. Bergman
Michael D. Bergman

Attorney for the Petitioner
Federal Trade Commission
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EXHIBIT A
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

Federal Trade Commission, ;
Petitioner, ;

v, ; No. 01: 10-me-00289-CKK-AK
Paul M. Bisaro, ;
Respondent. ;
)

FEDERAL TRADE COMMISSION’S RESPONSES TO FIRST SET OF
INTERROGATORIES OF RESPONDENT PAUL M. BISARO

Petitioner Federal Trade Commission (“FTC” or “Commission”) hereby submits the
following Responses to the First Set of Interrogatories of Respondent Paul M. Bisaro dated May
21, 2010.

GENERAL OBJECTIONS

1. By answering these interrogatories, the Commission does not waive the previous
objections it made to these interrogatories in its June 21, 2010 Objections to First Set of
Interrogatories of Respondent Paul M. Bisaro, nor does it waive its right to appeal, or otherwise
assign error, to the Court’s Order of July 13, 2010, directing it to engage in discovery in this
matter.

2. To the extent Respondent’s interrogatories seek the production of documents
under Rule 34 or otherwise, the Commission objects on the ground that such discovery is beyond

the scope of Rule 33 and beyond the scope of the Court’s Order of July 13, 2010.
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3. The FTC has responded to this interrogatory request to the best of its present
ability. The FTC reserves its rights to supplement, revise, correct, or clarify any of the responses
set forth herein, if necessary or appropriate.

In addition to these objections, the Commission further objects to Respondent’s
interrogatories as indicated below.

RESPONSES TO INTERROGATORIES
Interrogatory 1
Describe any communications the FTC had with the FDA relating to any potential
marketing exclusivity for generic modafinil arising out of the ANDA Amendment during

the period December 19, 2007, through July 22, 2009. For each communication:

. a. Identify the date of the communication;
b. Identify the name and title of the individual(s) involved in the
communication;
c. Identify the means through which the communication was made;
d. Identify who initiated the communication;
e. Identify the reason for the communication;
f. Identify the topic(s) discussed during the communication; and
2. State whether, during the course of the communication, or as a result of the

communication, the FTC communicated to the FDA any confidential

information provided to the FTC by Watson.
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Response to Interrogatory 1

The FTC objects to Respondent’s interrogatories to the extent they seek confidential
information that the FTC obtained pursuant to inter-agency communications with the Food and
Drug Administration and that is exempt from disclosure by statutes and regulations, including
but not limited to 21 C. F. R. § § 20.64(a), 20.61, 20.62, and 314.430(b) (2010). Expressly
reserving and without waiving the general objections and this specific objection, the FTC states
as follows:

Before January 2009, the FTC’s modafinil investigation had focused on a particular
patent — U.S. Reissue Patent No. 37,516 (the ““516 patent”) — and the potential barriers to
competition arising from Cephalon’s 2005-2006 patent litigation settlement agreements with
Watson and the four first filers for the ‘516 patent. The initial phase of the modafinil
investigation resulted in the FTC filing a complaint against Cephalon in February 2008.! The
investigation remained open, however, though not active, with respect to the generic companies,
including Watson, while the Commission pursued litigation against Cephalon in federal court in
the Eastern District of Pennsylvania.

In January 2009, the FTC leamned for the first time from the FDA that Cephalon had
listed a second patent relating to Provigil, U.S. Patent No. 7,297,346 (the ““346 patent™), in the
FDA’s Orange Book. While the U.S. Patent and Trademark Office’s issuance of the ‘346 patent
to Cephalon in November 2007 and Cephalon’s filing of it with the FDA in December 2007
were matters of public record, FTC staff had not been aware of these developments. The FTC

also learned, in January 2009, that Watson/Carlsbad had filed an ANDA Amendment with the

'FTC v. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008).

3
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FDA on the same day that Cephalon listed the ‘346 patent. Together, these events created the
possibility — one that did not exist for the ‘516 patent and was not a focus during the initial phase
of the FTC’s investigation — that Watson could be a “first filer” for the ‘346 patent, and therefore
might block generic modafinil market entry for other companies. This new information caused
the FTC staff to resume the modafinil investigation because it raised a host of questions about
whether the ‘346 patent created any new impediments to generic entry and whether those
impediments were the result of an unlawtul agreement between Cephalon and Watson.

This new phase of the investigation was prompted by a conversation between the FTC
and FDA on January 29, 2009. On that date, in response to the FTC’s inquiries about the
regulatory status of modafinil, Elizabeth Dickinson, Associate Chief Counsel in the FDA’s
Office of Chief Counsel, called Saralisa Brau, Deputy Assistant Director in the Health Care
Division of the FTC. The two agencies routinely share information concerning the regulatory
status of certain drug products, pursuant to a written inter-agency agreement, to advance the
FTC’s law enforcement and consumer protection missions. The modafinil investigation was no
exception. The topics discussed during the call were: (1) Cephalon’s later-issued ‘346 patent
relating to Provigil; (2) Cephalon’s listing of the ‘346 patent with the FDA; and (3) the identity
of the generic company or companies that had submitted amended ANDAS containing a
Paragraph IV certification as to the ‘346 patent and who might be eligible to claim 180-day
marketing exclusivity as a “first filer.”

In February 2009, the FTC requested a meeting with FDA to discuss how the ‘346 patent
might potentially affect the FTC’s ongoing modafinil investigation. Ms. Brau of the FTC had

approximately three communications with Ms. Dickinson of the FDA to set up the meeting. Ms.
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Brau contacted Ms. Dickinson in early February 2009 and they exchanged emails concerning
meeting logistics on February 18, 2009, and February 19, 2009. The meeting took place on

February 24, 2009. The following people attended:

FTC FDA

Brad Albert, Rick Blumberg,

Deputy Assistant Director, Deputy Chief Counsel of Litigation,
Health Care Division Office of Chief Counsel
Saralisa Brau, Kim Dettelbach,

Deputy Assistant Director, Associate Chief Counsel,
Health Care Division Office of Chief Counsel
Michael Kades, Elizabeth Dickinson,

Attorney Advisor to then-Commissioner Associate Chief Counsel,

(now Chairman) Leibowitz Office of Chief Counsel
Markus Meier, Dave Read,

Assistant Director, Regulatory Counsel,

Health Care Division Center for Drug Evaluation and

Research/Office of Generic Drugs

The topics discussed were: (1) the FTC’s complaint filed in FTC v. Cephalon, Inc., No.
1:08-cv-00244 (D.D.C. complaint filed Feb. 13, 2008) (later transferred to E.D. Pa.); and (2) the
FDA’s interpretation and analysis of relevant statutes concerning whether second filers on the
earlier-listed ‘516 patent would be blocked from entering the market by any first filer(s) eligible
to claim 180-day marketing exclusivity on the later-listed ‘346 patent.

At no time during this meeting or in the course of any communications with the FDA did

the FTC reveal to the FDA any confidential information provided to the FTC by Watson.
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Interrogatory 2

Describe any communications between the FTC and any third-party (excluding Watson

and the FDA) including, but not limited to Apotex, relating to any potential marketing

exclusivity for generic modafinil arising out of the ANDA Amendment during the period

December 19, 2007, through July 22, 2009. For each communication:

a.

b.

[N

Identify the date of the communication;

Identify the name and title of the individual(s) invelved in the
communication;

Identify the means through which the communication was made;

Identify who initiated the communication;

Identify the reason for the communication;

Identify the topic(s) discussed during the communication;

State whether, during the course of the communication, or as a result of the
communication, the FTC communicated to any third-party any confidential
information provided to the FIC by Watson; and

State whether, during the course of the communication, or as a result of the
communication, the FTC communicated to any third-party any confidential

information provided to the FTC by the FDA.

Response to Interrogatory 2

The FTC objects to Interrogatory 2 to the extent it seeks privileged information

exchanged between Apotex and the FT'C pursuant to a common interest privilege as co-plaintiffs

in litigation in federal district court in the Eastern District of Pennsylvania challenging
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Cephalon’s modafinil patent litigation settlement agreements.” Expressly reserving and without
waiving the general objections and this specific objection, the FTC states as follows:

The FTC had periodic communications with Apotex as part of its modafinil law
enforcement investigation from February through May 2009. The FTC did not have
communications with any other third party conceming the topics identified in Interrogatory 2,
except that FTC staff did have communications relating to these issues with Watson’s counsel,
Steven C. Sunshine of Skadden, Arps, Slate, Meagher & Flom LLP, from March through May
2009.}

FTC staff first contacted Apotex in February 2009 as part of its efforts to understand the
implications of the information it had learned about the later-listed ‘346 patent from the FDA in
January and February 2009. Apotex was an obvious choice to contact to explore these issues: it
had filed an ANDA for a generic version of modafinil and was blocked from entering by
Cephalon’s modatinil settlements; it was already selling a generic version of Provigil in Canada;
and its Vice President of Global Intellectual Property, Shashank Upadhye, had written a book
entitled Generic Pharmaceutical Patent and FDA Law (Thompson West Publishing, 2010 ed.),
and could likely provide expertise relevant to the questions of interest to the FTC. In particular,

the later-listed ‘346 patent and its potential effect on generic entry presented a novel issue for

*See FTC v. Cepahlon, Inc., No. 2:08-cv-2141-MSG (E.D. Pa. filed Feb. 13, 2008);
Apotex, Inc. v. Cephalon, Inc., et al., No. 2:06-cv-02768-MSG (E.D. Pa. filed June 26, 2006).

*See Brau Decl. 7 5, 7, 8, 10, attached as Exhibit C to Petitioner FTC’s Motion for
Leave to Supplement the Record and to Enforce the Subpoena Ad Testificandum Forthwith.

7
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FTC staff, and by contacting Mr. Upadhye, staff hoped to gain insights into the applicable legal
framework.

Staff was primarily interested in two threshold questions in February 2009. First, FTC
staff sought to understand the regulatory significance of the ‘346 patent, and specifically whether
any first filer(s) to the ‘346 patent could potentially block any second filers to the earlier-listed
516 patent from entering the market. This issue was relevant to the FTC’s ongoing
investigation because if any exclusivity Watson might have with respect to the ‘346 patent did
not block entry of other generic filers, then any agreement Watson might have with Cepahlon
was unlikely to harm competition. Second, FTC staff sought to understand practically how a
generic company would be aware of a later-issued patent so that it would be in the position to
file an ANDA amendment on precisely the same day that the brand company listed such later-
issued patent with the FDA. Put simply, FTC staff was trying to assess whether a generic
company was likely to have such information independently or whether such information was
likely available to the generic only as a result of collusion with the brand company to create an
additional barrier to impede potential generic entry. The answers to these questions would
influence the future of the ongoing investigation.

From February 2, 2009, through March 3, 2009, Markus H. Meier, Assistant Director in
the Health Care Division of the FTC and Saralisa C. Brau, Deputy Assistant Director in the
Health Care Division of the FTC, had approximately four communications with Shashank
Upadhye, Vice President, Global Intellectual Property, Apotex, Inc. Mr. Meier and Ms. Brau
called Mr. Upadhye on February 2, 2009, February 24, 2009, and March 3, 2009, Mr. Upadhye

sent an email to Mr. Meier on February 3, 2009.
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The topics discussed during these communications were: (1) Cephalon’s listing of the
346 patent; (2) whether Apotex had submitted to the FDA an amended ANDA containing a
Paragraph IV certification as to the ‘346 patent; (3) Apotex’s analysis of whether any first
filer(s) eligible for marketing exclusivity on the later-listed ‘346 patent would block Apotex’s
ability to launch generic Provigil; (4) what it would take Apotex to launch a generic version of
Provigil in the U.S., assuming it was interested in doing so; and (5) how a generic company
could know the date on which a brand would list a later-issued patent with the FDA so that it
could try to be a first filer by submitting its amended ANDA with the FDA on the same day.

In addition to the four earlier contacts with Mr. Upadhye, on March 13, 2009, Mr. Meier
and Ms. Brau called Mr. Upadhye regarding the possibility of a business arrangement between
Watson and Apotex. This call to Mr. Upadhye was a direct result of a conversation that took
place earlier that day with Watson’s counsel, Mr. Sunshine. From March 2, 2009, through
March 13, 2009, Mr. Meier and Ms. Brau had initiated a number of telephone calls to Mr.
Sunshine to discuss developments in the modafinil investigation. During these conversations
with Mr. Sunshine, FTC staff posited hypothetical scenarios to determine if Watson could profit
from relinquishment of any modafinil marketing exclusivity for which it might be eligible,
including scenarios where Watson relinquished any such exclusivity to potential new entrants
into the market. In the context of these discussions, and in response to a question from Mr.
Meier, Mr. Sunshine affirmed that Watson would be interested in hearing from a third party,
Apotex, about a business proposal relating to relinquishment, and Mr. Sunshine then identified

Watson’s General Counsel, David Buchen, as the appropriate contact person.

See Brau Decl. 17 S, 7, 8.
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After receiving Mr. Sunshine’s explicit approval to put Apotex in touch with Watson
concerning potential relinquishment, FTC staff then called Mr. Upadhye on March 13, 2009, to
inform Apotex of Watson’s interest and that if Apotex were likewise interested, he should
contact Mr. Buchen at Watson. The FTC did not “broker a deal” between Watson and Apotex.
In fact, after informing Apotex of Watson’s interest, with the express assent of Watson’s
counsel, Mr. Sunshine, the FTC played no further role in any discussions between the two
companies. The FTC did not atternpt at any time to propose terms or otherwise direct the course
of the discussions between Apotex and Watson.

From approximately March 18 through May 6, 2009, Mr. Meier and Ms. Brau initiated
periodic follow-up calls to Mr. Upadhye of Apotex to inquire about the status of the discussions
with Watson. These calls occurred on approximately March 18, March 30, April 7, April 22,
and May 6, 2009. The reason for the calls was simple: if, on the one hand, Watson were to
relinquish its potential exclusivity, the FTC’s ongoing investigation about whether Watson had
agreed with Cephalon rnof to relinquish its exclusivity would have been resolved, leaving nothing
further to investigate. [If, on the other hand, Watson chose not to relinquish its potential
exclusivity, the FTC would need to assess whether the reason for the decision was attributable to
an unlawful agreement with Cephalon not to relinquish. On May 6, 2009, Mr. Upadhye toid Mr.
Meier and Ms. Brau that discussions with Watson had stalled and that Watson did not appear
interested in pursuing a business arrangement with Apotex.

At no time during the course of any communications with Apotex did the FTC reveal to
Apotex any confidential information provided to the FTC by Watson. Although staff cannot

specifically recall if Watson’s name came up in any telephone conversation with Mr. Upadhye

10
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before March 13, 2009, Watson’s name did come up after March 13, 2009, once the FTC had
received Mr. Sunshine’s explicit approval to put Apotex in touch with Watson concerning
potential relinquishment. FTC staff did not improperly reveal any confidential FDA information

to Apotex.

Respectfully submitted,

As to Objections:
DAVID C. SHONKA
Principal Deputy General Counsel
(D.C. Bar No. 224576)

JOHN F. DALY
Deputy General Counsel for Litigation
(D.C. Bar No. 250217)

LESLIE RICE MELMAN
Assistant General Counsel for Litigation
(D.C. Bar No. 266783)

MICHAEL D:BERGMAN
(D.C. Bar No. 437994)
202-326-3184

RUTHANNE M. DEUTSCH
(D.C. Bar. No. 498091)
202-326-3677

Attomeys

Federal Trade Commission
600 Pennsylvania Ave., NW.
Washington, D.C. 20580

Fax (202) 326- 2477

Dated: July 21, 2010

11



182

Case 1:10-mc-00289-CKK -AK  Document 32-1 Filed 07/22/10 Page 13 of 13

VERIFICATION

I, Markus H. Meier, declare:

1.

Tam the Assistant Director of the Health Care Division in the Burcau of Competition of
the Federal Trade Commission and make this verification on and for its behalf. As
Assistant Director of the Health Care Division, I have overall supervisory responsibility
for the Comimission’s investigation of Watson.

T have read the foregoing Petitioner Federal Trade Commission’s Responses to First Set
of Interrogatories of Respondent Paul M. Bisaro.

All of the information contained in the foregoing is either based on my personal
knowledge or facts | have learned in my official capacity.

[ am informed and believe that the matters stated therein are true and correct and hereby
certify that the foregoing answers are true to the best of the Federal Trade Commission’s

present knowledge, information, and belief.

T declare under penalty of perjury that the foregoing is true and correct.

Executed this 21* day of July, 2010.

Markus H. Meier
Assistant Director

Bureau of Competition
Federal Trade Comumission

12
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EXHIBIT B
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INTHE UMITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION )
: Petitioner, )
v k ‘;  Mise: No. 1:10-m0-00285 (CKKYAK)
PAUL M. BISARO, ; |
Respondent. §

Pursiant t0 28 US.C § 174(5, Ri’;hg;rd A. Feinstein cieclaﬁ:es as follows:
1 Lasn the Director of the Federal Trade Cnmmission’s Emeau of Coimpetition wheis Lam
: ‘resﬁonsible‘ aniong many aﬂxe& things, for superv xsmg alt invesﬁgmious md law enforeement
actions that are uaderiaken by that Bureau. | have held this position sinice May 2009,
22, Toffer this Declaation inorderto clear up any misconeeptions thit may &xist regarding
the Commission’s processes a’nd procedures and to emphasize that, contrary 0 allegations and
iuginuiations that have been made by Réspphdem inthiy matter; nothing 'ithpmpcr has sccuredin,
the Copmission’s investigation of Watsors |
'CnMiﬁn Prucmﬁes Precluds Inappropriate Investigations
3 Atthe outset il is important 1o note that the Cémmissiun’s arganizational strictie and
processes are d‘ﬁsigﬂedi{ﬂ make sure tﬁatf'ﬂl!f fnvesﬁgatidhs arekundertaken in thé public interest
and to preclude the possibility of any- Envesﬁgition being undertaken foran imﬁmper prrpose.
The Commission is a faw enforcement agcncy hcéded by five Copumissioners whe are appointed

1
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by the President for seven-year siagpered terins, No mors than ﬂ\ree Corimissitiers may be
members of the same political party. All msjor Cormmission a¢tions — including the opening of
ixﬁe’stigaﬁonsﬂxat require compulsery provess (tike the subpoena at issue in uus ;:ase}é requite &
majority vote ot the Commission. | |

“4. - Although I and my immediate staff comprise the “Front Office™ of the Bureat of
Competition axldk‘afe qlti:n;ately xasﬁonsibl‘e for the conduct of Commission investigations, we
trave no-atithority to-open (and ¢lose) preliminary faw enforcement investigstions without the
approvat of the Commissiconess: Aﬂe‘f&m investigation has advanced to the point where staff
thinks sulficient evidence exists to suppaﬁ a lav.\:} enforcemient action, it must $eek amd obtaig. -
spctiic sy Brom i Commission 6 proceed cithir abisinistratively or it federsl vourt
Even‘aﬁc: the Commission opens au invésﬁgaﬁon, staffhas ndautﬁuﬁ‘ty ‘to 1ssug suhjjoenas ot
civil vestigative demands on ﬂie.ir own; Baoh subpoena musi be submitied to-a Commissioner
for review and can pnl_y— beissued 'by' a Commissioner, 16 C.PR: §2.7(8). Alters qupaena is
issued; Cnmmiss‘ioﬁ rules allow a party to petition the C:ﬂmmiSSian‘io quash cbmpulsary process.
'Ruliﬁgs‘ an such petitions are deéidcd by & single Comiissioner (ot necessarily fhe orie who
issues the subpoena in the first instance), and the m&iW thereafter seek review by the entire
Comimssion,
5, In the present case, the subpaem 1o Mr. Bisarowas {ssued by Commisgioner Le;ibnwitz,

© M. Bisara exercised his right fo peﬁtinn o quash the subipoéna and ke raised Essentially the

same arguments that hi has advaniced in (his proceeding. Former Cornmissioner Pamels Tones

Harbour considered these arguments and rejected them. Mr. Bisuro then appealed 16 the fill

Corimission, whieh, affe considering his arguments, unanimously rejected them as well in a

detailed letter ruling. A true and totrect copy of that letter iling is attached hersto as Exhibit 1.

2
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Thisclosures By Staffin: Cnmhﬁssiuh Iavestipations:

6. Aimds‘tkall Comimission investipations are non-public. This means that itis the:

Commission’s policy notto make pniblie‘ ﬁnncuncmamé eithe;r cunﬁrmmg or denying the

existerios of any pendmg inyestigation except uader very limited circummcés; Howsever, it {s

appropriate, and often necessary, that in the course of seeking our information, staff may make

limited disclosures abou‘t the subjeqf matter and natiiré of 2 Commission inv:stigatian, or siaff

. maynse hypotheticals 1o gain MSiEhis into thie views ofma:ketpiace participants. - In fact, M.

Sunshine’s declaration rkeﬂ'ekcts this process {at paragraph 15) where he notes that Mr. Me’i‘e:

“po;éited certain hypotherical regulatory scenazios” to i ditring & conversation, ‘

T.o o Thus, incondocting FIC inveéﬁgaﬁ@s, staff routinely contactsfpea;ﬂe:zmd entities that

are km&vledgeable aboﬁt‘the cpmparﬁés,'industﬂss; prodocts, and marke‘ts a:hat are-the focus of

anvinquiry. Sich contacts frequently include 'né't ‘cm]j other. gavemﬁgqt ége‘ncies that deal with

‘;he companies or ndustrics, but alsg cumwﬁers, competitors, and suppliers of the investigative

targets: During these converdations stafFasks questions thﬂi dre desined to-eticil information

wehile protecting the sonfidential nature of the investigation: When stff inuires ahout & specitic.

topic, it ns difficultif oot ﬁnpoSSiblé 1o avoid all reference to'the relevant facts of the

investigation, ei,s:cnrdingiy’, itisnot smpmmg that people who are lervigwed by ihé staff

duﬁng an Tnvestigaticn Tay diaw their owi inferénces from the interview.

8. Forexample, in the merge.r context, the Commission has a policy of not disclosing the -
identity ‘@fﬁ.ﬁns that have filed pre-merger notification féports with the Commission and the

| D’épartméﬁi of Justice. No matter howcimnmspw staff is in'its questioning, however, onee

- staff asks questions about the state of competition between Firm A and Fzrm B, people 1o whom
such questions are directed may reasonably infer that au inquiry involving Firm & and Fim Bis

3
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underway. Such infereces cannot bs avoided by the Commission staff, and are an otdinary
consequence of the investigative process. - : ;
g In such pircumstances; ore naral consequence 1 that third paﬂi‘es wath whom the

Comissipn staff has been incontsct may commuticate with the merging parties andg‘inql‘{i::‘

. about matters of motual interest, Indeed; most Commission q:ha] lenges © problueinatic mergers
are settled wher the merging parlies agfee‘w divest cverlapping assets to athind pany It is not
wnusual for thar third pé:ty 1o'be'a person who has been inierviewed~hy the Commission staff
duging the 'cdui-,sé of the Commission’s investigatt gn; and 16 some cases the staff will = mth the
consent or scqiiescence of the parties and:'ﬁdthoui disslosing sy condidential information about

e pending meérger — contact Hrtny that mipht'be potential seauirers of as'seté and eniohurdge
theim io cnnlér:{hhe ﬁzerging pa'iﬁes‘ Insuch simatipns;ﬂle staff appropriatélj* t‘a;iiiiates’
communications Be‘tWaen business entities who tben,kraks the oppnrtumty 10 negctiéte aprvate
ﬁa‘nsacﬁbﬁ that may alleviate a potential antitmist concern; The fact that & party whin has beers

imerviewed by the‘Co‘nimiséion, staff contacts the subject of the in\lesﬁgﬁtim and ultimiately-

negotiates (or attempts to negotiate) a busiress deal does not mean that staff made any improper

- dizelosure during its interview.

The Cﬁmﬁiﬁiuu?ﬂ]jv’eaﬁgdﬁﬁﬁ of Watson

10 1 have ‘read ihe pleadings and the court’s record in the preseﬁtf proceeding as well as the
Answers ‘iq Mr. Bisaro’s Intarrogatories that Mr. Meier bas prepared. Based ori this review, I'see
1o evidence that Mr. Meier or anyone else inthe Commission lias angagci i improper— o even
out-af-the-ordinary — conduct with respect to any aspeet of the investigation.

SlE At cme, the Comniission’s \invgsligation seeks an answer 1o obe sunple question:

Assirning Watson bis exclusivity rights in connection with the ‘346 Patent, bas Watson (a

4
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. generic pharmaceitical manufacturef) ‘greed with Cephalon {a brand name manufactirer with
patent fights) not 1o relinquish those rights to & third party {n violation of the antitrust law? In
ather words; is there an agreement between Cephalon and Watson ‘tor restrain trade 1 generi¢
* modafinil? | | |
12, Despiie the staff's repeated efforts, Watson fiever provided the Commission with s
‘straight-ups, sworm, answer to thie question of whether it had an agrecment with Cepbalon that it
aotrelinguish. This 1efi the statfwith only tqu possible ways to getan answer to thi‘sr;uestinnf;
Either it could observe whether Watson acted in & way that precluded the possibility of such an
sarestment(f 6. Watioh sonld enter nfoar agrecinetit selifigtiebing those righits to s tiird paste)s
ot statt could continie to purstea full investigation to try to determine dﬁrecétly‘iyhetﬁer an
ilegal @Eement existod, ’
13, “Contrary to the insinuation ~in~,Paragfaph 15of Mr.‘Sunshine?s ﬁéehmﬁén, them“is
, ,nbﬂﬁhg imiproper; or &ven extraordinary, 'aimn.{t Mr. Meier “su ggEsté[ing] that Watsan should
relinquish exclusivity.” Such & “suggestion” was nothing more than aélatemenmf the wbvious:
3f Watson retinquished exclusivity, it would prove that it had no agreement with Cephalon
prohibiting relinquishment - thereby leaving riothing Tor the Commission to invéﬁigat‘e; Abgent
sxicht relinguishivent (and iy light of ather facts); the staft could reasonably infer that an
HErEEment ot o waive exciusivity ‘might exist, and that it thercfore needed to investigate tﬁe :
mattet ﬁmhex, “Thus, & stateruent by Mi. Meler that Watson®s fgilﬁre‘to waive exclusivity might
; Iea{f ‘the “Pront Office” = i.6., e Bureay Director's Office -0 continve the investigdtion
reﬂects #COmMOn-8ense: assessiment of he Iikeiy investigative decigion of 1.‘th Bureau.
14 Finally; I note that in his a.uswétsi 10 the interrogutories, Mr. ‘Meier has declared that 1)
* M. Sunshine gave Mr. Meier permission to-talk fo Apatex about Watson (s fact that Mr.

=
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: Sﬁnsﬁine' amitted from hisdest a‘rﬁﬁbn}; ‘2) prior to Mr, Sunéhinef giving that permiission; M.
Meier doss not recall discussing Watsor: with Apotex; and 3 Mr. Mejer did net improperly

 digctoss any Ccanﬁélential iﬁformaﬁunm Apitex. M, Meieris 2 senior FTC attomeykwhu has
spent 18 of his‘ﬁﬁ«yea‘ legal carecr at the FTC's Burean of Competition. Before he became 1
lawyer, ke was a‘security officerin the U.S. Army with a Top Sceret clostance charged with

protecting nfuckea;,Seérets; s, Mz, Meier knows h‘m\j to Handle confidential nformation.

without disclosing it.

Pursuarit to 28 US 0 § 1746, [ declare under penalty of perjury that the foregoing is true and. -

gorreet, Execufed on the 2 kst day of fuly, 2010;

Rithard A. Feinstein, Director
Bureaw of Competition
Federal Trade Commission
Washingion, DL 20580
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Exhibit 1 to Feinstein Declaration
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UNTTEDSTATES OF AMERICA

FEDERAL TRADE COMMISSION
WANHINGTOW, Do, 20580~

Offisy o he Sessemsy.

April 2,2010°

Watson Phaninaceuticals, Ing,

c/o Steven €. Bunshine, Esq.

Skadden, Arps; Slate, Meagher & Flom LLP
1440 New York Averne NW

Washington, DE 20005

RE: - Hequest for Review of Ruling Denymg Petitior 1o Quash Subpaena Ad
Tes!y‘icmdum Dated July 22,2009, File No. 0810182

Beaer Snnsmne

This Jetter responds to your November 27, 2009 Requesl for Review (“Request™), by the
full Commission, of the November 13,2008 riding by Commissioner Pamnela Jones Harbouz,
deniying the Petition to Quash the Subpuena Ad Testificardurm, dated Tuly 22, 2009, and issired 1o

Paul' M, Bisaro (“Petition”), Mr. Bisare is the President and Chief Executive Officer of Walson
Pharnaceutioals, Ine. (“Wzmsun”), and the Conunission seeks his testimony in vonnection with
an investigation of whether certain pharmaceutical companies, ingluding Watson, hiave etitered
nitg any agreements to forego selinquishing any sligibility ot tights they may have to.market the
generic dug modafinil — i €, whether these companies, including Watson; have entered into any
agredments that potentially constitute an “unfair method of compesidion™ i violation of the
Federal Trade Comymission Act, /s youknow, the niatket for modafinil (as Provigil) exceeds
$800 million a yesr. ' So, if multiple peneric companies enter the matketplace; consumers could

. isave hundreds of millions of dollars per year,

‘The information the Commxssimm&y subpoena is broad in stape. As a general maner,
“it is sufficient if the inquiry is within the authority of the apency, the demand 18 not oo
indefinite and the information sought is reasonably necessary.” United States v, Morton Salt
O, 33818, 632, 652 {1950), Thus, in apetitionio quash, the: peutmner bears the burden g
‘ show hat & subpoeny is nnreasonable, and where “the agesiey inquity is authotized by law and
the materials songht ate relevant 16 the inguity, that birden ts not sastly met™” FIC%
Rockefelier, 591 F2d 182, 190 (2d Cir. 1979), quoting SECY ‘Brigadoon Scotch Distributing
Co., 480 F.2d 1047, 1056 (2d T 1973), cert. denied, 415 1.8, 915 (1974). Despite the
Commission’s bmad authority, Watson refoses to prodiee Mr. Bisara foran mvasng;auunal
hearing.
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The Conmriission has more than o sufficient basis to seek Me. Bisare’s wsnmmy under
Mortor Salt. Atissue in'the Petition is whether the Commission can examinie My, Bisaro to
discover his kmwledga aboutany agreement Watson may have that limits or restricts the
sxgreise of any marketing nghrs or exelusivities it ray Bave now of obitain in the fature vis-awvis
‘hodafinil. Such an agreement; i it exists; could be delaying generic entryto the defriment of
consumers,” Despite the Petition’s repeated assertions that Watson bas reached no-such:
agmemem and that it has confirmad to the Commiission that no: such agreement. exists, other facts
‘raise guestions about whether suchan agreement exists.. Forexample, 1 its résponse to the
Commission's civil investigative demand (“CID"); Watson idemtifisd an agreement that it said
“inay relate to™ itsability tovelinquish any exclusivity rights relating 1o geperie modafinil,
Witson, however, has repeatedly refused to ¢larify - either through written 1E3PONSES 0L
testimony ~ whether that agreement would preventor otherwise Bmit its: ability to relingoisi:
Further, although & company has approached Watson about relinguishing any potential
“exclusivity rights, Watson sppears disinterested, and, sicording to one witness, would preférto
waitmmtil 2012 to lannch its own product. The extent to which this decision is inconsistent with
Watson's econcmic interest is hkaly 1o shed light on whether Watson has enitered info'a
potentially illegal agresment. Mr. Bigaro is u logical person to question on fhis issue that goos 16
the core of the Commission’s investigation, Watson hiay identified him asoneof only two )
* ~people who hes knowledge of rélevant events, the Corumission has already taken the testimony”
of the othee person, snd the éritical questxon of whether Watmn reached a potentially unlawfal
agreeinent remaing unanswered.

Agginst this factial backgronnd snd given the Commmission’s brisd power 16 Gompel
information in investigations eonducted pursuant to itslaw enforeement efforts, we find that:
condueting an. mvesngatmnal hearing of Mr, Blsare is tropet. Ac:eardmgly, and as explaitied

“more filly below, we therefote deny the Request.

! Cotuts bave exp-exsec‘f ‘great skepticisoy of agreeuients in whicha génris manﬂfamm who i eligible for the 180+
day exslusivity sgrees with the branded manyfacturer 1ot 1o relinguish or waive that exchusivity. See e.g Tire
Clpraflarasing 544 F3d 1323, 1359 (Fed. L. 2008) (agresing that “the only legitiniate allegation by the platntiffs
was that the: 180-day. exnhmpmy period had been manipulated.™); I re Tamarifen Ciirate Amtiteust Litie,, 429 F.3d
370,401 @24 Cir. 2005 {*{W]e think that an sgresment 1n time the deplaymmt of the exchisivity pariad teratend a
patent munapol’y piower mighit well constitate anficompetitive action ouiside the scope-oF d valid petent. " didre v
Elan, 4ZVF.34 Y227, 1235 (1 1 Cirs 2008) (holdlng, thel deiaysﬂ Hicensed plus putative agreement 10 tefiain from
over marketmg 4 getiedic barred any competitors From entering “would execad the stops of the patent™ Y FICw:
- Céphaion, Tne.; No. 2:08-cv2141; meni op, (B.D; Py, Mar. 29, 301 1y (Bectining fo distniss vomplaint wileging that .
agresment 1 setﬂe palem Hitigation aud affecting relinguiskiment of exclusivity ngfﬁs 13 anﬁcompetmve)
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Backgronnd
The Petition and Request relate to & Commiasion invesﬁgatibn,

[tlo-determine whether Cephislon, Inc., Teva Pharmaceuticals, fnc. {and jts affiliate Teve®
Pharmacenticals USA, Ing.), Barr Laboratories, Tnc:, Renbaxy Laboratories, Tac,, Mylm
Pharmaceuticals; Inc., Carlsbad Technalogy, Inc., Watson Pharmaceuticals, Ine., or
others have engaged in any tafair miethods oi‘mmpeumon that violate Bection S of the-
Pederal Trade Commission Act, 15 US.C. Sec. 45, as smended, by ememg foe, -
agreenents regarding modafinil products? :

Maodafinil isa “wukeﬁﬂnessanhammg’ drug that Cephalon, Ine. {*Cephalon’™] has developed
and aarketed under the brand name Provigil.” Bach of the other entities identified tn'the
cumpulsmy pmr,eqs sesolition has developed and sought to market gencric modafinil. The
conttoversy giving rise to the Petition concerns the investigation of certain facts relating to”
Watsori Pharmaceuticals, Tng. {*Watson™)-and its dawiamm parther; Carlgbad Technologiss,

 Tte. (“Cazlsbad™) ~in partculer; oblaining the testisvony of Pan] Bisaro (“Petitioner™, Wstsnn 5
FPresident and Chief Executive Officer.

To that end, Commission staffis interested {n sy sgresments between Cephalon and::
etities identified in the Commission’s compulsory process resolution to settle patent litigation,
assoctated with modafingl, Cephalon sued most of the entities named in the resolttion, alleging
that they were infringing 11,S. Relssued Patent No, 37,516 (516 Patent”) relating to Provigil.
These patent infringsment alleganans wire bassd on sach of the sntities named in the resolution
having filed Abbreviated Mew Dmg Applications *ANDA”)y with the Food and Drug
Adwiistration (FIA”™) for geveric modafinil, with s “Paragraph IV™ vertification that geseric
moidafinil would net infringe the *516 Patent® Each of the entities other than Watson/Carlsbad
filed their ANDA on 3he satne day, and before any other parties: As “first filers,” these sntities
wereeligible under applicable law for 180 days of jount farkeling exclusivity st such fime that

-the ANDA is approved,  Watson/Carlsbad were not “first filers,” but Cephalon also‘sued )
Carlsbad tor patent infringement ufter Watsow/Carlsbad filed their ANDA and Paragraph TV
cértification. Cephalon settled each of the spits between late 2005 and 2006, with the Carlsbad

“settlement Gecurting on August 2, 2006 On February 13, 2008, the Commuission filed 3.
compiaint against Cephaion, alfleging that ity setdement agreements; ‘which provided
compensation o the generic firms for ﬂ:regumg ganeric entry, Were anticompetitive; an sbuse of

2 leudun Amhonzmg Usa ut’ Cumpl.ﬁsory Procsss na Ncnpahhc Investipation, File No. 061 10182 tAug. 30,

2008). .

¥ petition at 3.

* KNDAG reflact & streamlined FDA spproval procesythat enables maniafattirers of generle drugs (e, those thet ars
the *biveguivalent™ of | drigs) to vely or the safety and efficacy studics relating 1o the branded dnig. Whena

‘brandad drug; i covered by ong o mote patents; 1he ‘eowipary Hat saeks 1o markel the generic dmgpﬂur the
epimtin of any of those prtents may proseed to seek FDA approval, but eertify that the generic version does not.
infringe the paients of the brand-pame dnig, or that the patents are invalid, This certification is 8 “Paragraph Tv™
certifieation,

* Petition ab 34
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manopoly power, and unlawﬁ.:l under Section 5 of the FTC Act FTCv quhalan, ., 8-y
214E-MSG(RIx Pa )‘s

i December 2007, Cephalon listed anew patent with the FDIA r;-tatmg 1o modafinil:
TS, Patent Mo, 7,297,346 (345 Patent”): . The subsequent listing uf the '346 Patent required
‘the exissing AND A applicents for modafinil to make 2 cerlification visa-vis the *346 Patent:
Watsor/Carlsbad filed Pamgmph IV ceniification ‘on the same day that the FDA Tisted the new
‘patent, identifying the Cephalon/Carlsbad settlement agresment as thie basis for dion:
infringement of the 3 Patent. According to the Petition, if Walson werea “first filer” onthe
*346 Patent, it would be ehgnble for the 180-day marketing exclusivily for generic modafieil”

Following these devel ﬁpmmts, Commission staff contacted Watson i in March 2008 about
its ANDA. Commission staff informed Wagson that they were primarily interested in
determining whether Watson had'reached any agreement relating Yo refinquishrient of any
exclusivity rights it might heve with respect to generic modafinl; and; if not; the basis for any
decision not-to waive such rghts:® On May 19, 2008, the Cominission fssued anew CID o
Watson and a subpoena ad festificandin to David A, Buchen, Watson's Senior Vies President,
General Counsel, and Secretary. On May 22, 2009, the Commission issued a subpoenaad
testificandun 1o Petitioner. The Comdssion also issued 5 CIT and o subpoenas ad
tostificandum to Carlshad exsoutives?

Coniroversies, diseussed more betaw, ensucd ghout the adeqiizey of Watsan 5 O
< responses; the necessity of investigational hearings forthe Watson executives, and the scheduls
of the seme; As a restlt of these discussions, Mr. Huchen nitimately appeared for a hearing. In
eontiast, Mr. Bisaro refised to appear and filed a petition fo quash, which Commissioner
Harbour deried on November 13, 2009, Pursuant o Cotaniission Rule 2.6(), I6C.FR. §2. G(f}.
Me. Bisaro has now asked the fuﬁ Commission to review C“nmmsmnner Harbour's ruling..

"uP!E'in ‘g 1. Objections o Subpotns -

The Supreme Congt made clexr that the Commission has a right to conductan.

investigation “if the inquiry is within the sothority of the agexwy, thedemand g ot foe

Ttidefinite and the information sought is reasonably relevant” LLS v Mowton.Salt Ce,, 338 US,
632, 652.{1950), This standard spplies fo admisistrative subpoenss issued by the Commission:
See, v.g; FTC v, Texaco, Inc., 555 F.24 862,872 (D.C. Cin 1977} (en bane); Adoms v. FTE, 296
F.2d 861, 866 (8th Cir. 1961); e, dewied, 365 U.S. 854 {1962). Tn the contextofa

Copunission investigatory snbpoens, “[{}he law onthis Issue is well-established: 30 bong a5 an
-apency asts withind xts authomy. requests information relevant to the lavdol i inquicy, and makes

*Thi ilstrict coiwt tepently deniad Caphalon’s motion to dismizs the complaint. FTC v Cepbalon !m., 08—::%2141;
wiem; op; (B Pa Mar, 29,2010).

T Petition at 67,

* Raptis Decl a1 Z

* Petition i 7-8,
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reasoniable demands, t}w murt mst up‘hald the vs!zdity of the administative subpoena »ETCY,
Fvestion Submission Corp,; 1991 WL 4T104, %1 (DI C 1901, g d 065 F.2d 1086 LG Cir
19923, cepr, denied, 507 U.5. 910 (1993) Petmc:mer carries & heavy burden to show that the
subpoeni should not be enforced.

. Petitionet does not chiallenge this Commission”s anthority fo isSue the sibpoenis. Nor -

- loss the Petition claim thar the discovery mught is not “reasonzbly relevant” or too indefinite.

* Rather, Petitioner claims that the Commission is improperly nsing its compulsory process by

* ‘being “nnreasonable” by seeking s testimony.: Petitioner raises five objections to-the subipoena;
(1) the resolution aothorizing the compulscry pmoe&s has already produced one laswsuit agafnst -
Cephialon, and ow tannot be tsed for the additional investigatory process directed 16 Watson;
(2) the subpoena unteasthably demands information that the Commission already possesses; (3
the sabpoetia nmeasonably seeks testimony from the “apex” of Wgtson s arganization; (4) the
subgoena was likely issued for an improper purpose; and (5) compelling Petitionsr to travel to
the: Commms}gn offices in Washingtor, DC to mndergo an investigational heamxg iz umduly:
burdensonoe,

. Because we find l:hat none of thesg arguments s persudsive, we deny the Petition and
- Request in their entivety. Wi addvess each of Petitioner’s five specific challenges below:

L

We first addrass Petitioner’s threshold argument that the subpoena is improper becatse
“the resolution suthorizing the campnlsory provess hag already culiinated in one‘enforcement
agtion.”’ Petitioner provides wi lepal support for thiy proposition. A Commission resolution
authonz:mg compulsory process foran inrvestigation does niot, as & matter of Taw, axpire
automatically ipon the filing of an enforcetment action or because sume litigation regarding
Telated subjects may have commenced. See g, Linde Thomson Langworthy Kokn & Ven
D, P.C. v Resolution Trist Corp., S F.3d 1508 (D.C. Cir. 1993). To the conteary, muliiple:
ations might be taken as & result of information obtained through compulsery process stemming
Front such 3 resolution. Moreover, as indicated above, the conceris that prompted the
Commission’s cugrent mveshgauon relating 1o the 1346 Patent differ in scope froin those that
‘prompted 118 investigation of the “pay-for-delay” setflement agreements relating to the *516
Patent, However, both companenss of the investigation clearly fall within the broad parametors
‘of the tompulsory process resolution; Ze., *[tfo determine whether ... Carlsbad Technology,
1ng., Watson Pharmacewticals, Tic., o others have snpaged in any unfair methiods of competition.
that vm}ste Section 5 of the Federal Trade Commission Act, 15 Ti8.C. Sec:d3, as amended, by
entering inte agreements regarding modafinil products.” As avesily, we reject Petitioner's
argurment that becase “the Copmhission resclution authorizing cem;mism;y process in
gonuection with thieabove-refirenced matter has sleeady colminated in o lawsnit” it “may not
fow be resurrected to birden Watsen with additiona! process. ™

M Request ii?@k,k
 Requestat 3.
= Requestat 3.
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I

We turn next to Petlitioner’s wrgument that the subpoenacompellmg his festimony is
unreasonable because it demands information that, he contends, the Commission already
possesses.. While Watson has provided the Commission information relating to the *346 Patent;
Petitioner has ot shown that his jestimony will shed no additional light on matters that fall
within the scope of the Commission’s investigatory concems, As & key executive of Watson,
Petitioner's testimony tmay well be pseful Bt elebotating on the information or explaining
relevant eircumstances; Lnder the broad standard applicable fo the investigalory process,
Commission staff is entitled 1o question Petitioner to determing if be hag any additional relevant
information. -

As indicated above, the fnvestigation related to-the *346 Patert facuses on two critical
quesnms {1y whether the company has entered into any apreements that restrict it fiom.
:ehnqmshmg Ay excmsmty it may have {4 commection with thapatem and (2)if not, wihy the
gomipany i nof pursuing potertially lucrative arrangements with third parties concerning

-relingaishment. In connection with these issues, and as indicated above, the Commission jesued
1D to Watson and Carlsbad on May 19, 2009, and subpoenas ad testificandum to two |
‘greditives atcach company, including Petitioner. Petitioner contends that Watson “fally”
tespondad to “pachand eveq"’ inguiry in the CID directed fo it, and that hecavss Me. Bochen
confimhed thf; wmpany s responises during his investigational hearing, Petitioner's testimony. is
*unpewessary,™ The record, however, Teaves cerfain opeti quemiﬂns

O the first isste of inferest;, ong of the CID spemﬁcahm directed ta ’Watson requmzd
the company to “{ijdentify and pmvxda ane copy of sach agreement, Whether. Written ororal, that
. prohibite; blocks; prevents; compromises, ar limits in any way Watson or Carlsbad’s ability to
relinquish eligibility to claim 180-day Marketing Exclusivity for Gerieric Pravigil,” and to
dentify “[tlhe portion(s) of the agreement that prohibit or Himit Watsoni or Carlshad’s ability o
) relmqmsh."““ Tt pesponse, Watson identified its seftlemont agrestnient with Cephalon as the only
- sgreement that “may relate™ tovits ability o relinguish, bt failed to identify the pertions that
prohbit or Hmit its abiliyy to relmqursb,“ T response to follow-up questions by staff dedigned
to elicit complete angwers, Watson sunpiy stated that the settlement agreement “speaks for
iself? and; citing ativmey-client privilege, vefused to provide any informaation about Warson's
understanding of how that agresment nuight relate to marketing exclusivity.” As for
Mr, Buchen®s investigational hearitip, he identified dn indenmification provision iy the Cephalon.
settlement agmement that “might pelate to the investigation.” but declined to answer questions.
about any other provisions, fncluding whether the setflément sgreement Hinss Watson's ability
1 rehnqmﬁh exclusivity, ¥ Against this backdrop, ftis resso;cmbla for the Cemmission to sesk

1 Petition at 15

" OTy to Watsah, FTC File Mo, 0810582 (rssued May 18, 2009).

¥ Ytoon Responses o CID, FTC File No. 0610182 (Jung 10, 2009).
13wt foom Merin A Raptis 1o Ssraliea Bray (Jun: 17, 2008),

1 Buchen Franscript @ 47,5051,
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- Yestimoty:from additional witoisses pn these désues. Wabson has identified Pehhaner a5 tbe ondy
otherperson other than Mr. Buchen who'is kmwkedgeab@e about the issues and itis therefom
logical to seek his testimony.

: On the seccnd fssue: Qf interest; oite of the CID spemii::amus reqmred Watson to )
“[1]denhfy each company with whish Watson had contact relating fo ... eligibility fo claini 180+

~day Markefing Exclusivity for Generic Provigily o the mhnqu:shmem thereol,” and “wr]hether
Watson entered jrifo an agreement as & result of these dmscussmns, and the reasons for Watson's
decision.”® Tn response;, Watsoridentified a particulsr compaty with which it had discussions;

< stated that specific ferms were not discussed and that 1o agreement or decision had been
reachied, but failed to provide any rationals.’ In Fesponse o follow-up questions by siafl
designed to elicit complets answers, Watson again failed to provide the Information sought,
bised on affomey<client privilege . Yet at Mr. Buchien's investigational hearing, he provided at
Teast two vationales for tiot pursuing velinguishment: (1) discnssions with the eompany stopped
after issudtice of the Commission’s process; and (2) bis own business view that Watson would be
iia beter position fo launeh iis own product: . Given this Information, after Watson’s initial
sesponse failed to explain its decision and its fallow—up response failed 1o provide the reqmmed
information based on privilepe, ‘we again find that it is reasonable for the Cormmission to: pose:
quasuons 1o Petitioner to deternine what he knows.

) We regognize that questions direcied to Petitioner bout whether Watson has.an
agreement that in some way limits its ability to relinquish any marketing exclmivity rights it has,
a5 well s abont the basiz for any decision of Watson not'to relinguish any such rights, may

Sraplicate privileped conununications. However, that does ot provide & basis upon which to
-quash the subpoena for his festimony in its entirety. Rather, the proper prodedure is for (1) the
mwsngauonal Hearing to take place; 2 Petitioner to assert the privilege {as he believes it to be
applicable); and (3) Comuiission staff to establish facts thrﬁugh guestioning t determine
whiethir Petitioner's assertion is proper,

‘Hi.

Petitionier also sugpests that the subpoenia directed to him is unreasonable becanse, as
President and CEO of Watson, there is nio'reason to believe that he hag personal knowledpe of
relevant information fhat cannot be obtained through pther means.™ Petitioner provides no Case
faw mdmanng that the so-called “apex doctrine” applies in an administrative investigation. Even

- assuming, without deciding, that the principle might apply, we find tha{ itdoesnot provide an.
adequate basis to quash the subpoena here.

e to Watson, FTC File No, 0610182 (issnéd May 19, 2009).

1 Watson Responses to CID, FTC File No. 0610182 (hme 10, 2009).
# Litgr from Marja A Raptls o Saralisa Brau (June 17,2009),

& Buchen Transciipt =t 33, 57-68.

& Puiition 2 17-19; Request aL3.
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As.3preliminary matter; We note that high-ranking executives-ars; of course, not
insnlated from discovery. Six West Retail deguisttion, Inc. v, Seny Theatre Mgmit. Corp., 203
FRD. 98, 102 (SD.M.Y. 2001). Even when such ani execntive denies having personal
knmwledga of relevant fssues, the examining party may test such a claim, 2.

Tu the surrent investigation, the Cominission has alteady saught mfarmauan thraugh 4

CID o Watson, through 2 CID fo Carlsbiad, through an investigational hearing of Mr. Buchen, -

- and thiough an nvestigational bearing of & Carlsbad exesutive. Pelitioner is another logical,
possible sotwee of relevant information, since Mr. Ruchen identified him as the oniy personwith
whom Mr. Buchen had discussions regarding potential relinguishment,. #n addition, Petitioner
has personal knowledge of conversations that e had with Mr. Buchen, a5 well as other factual
information that may not have been discovered yet and may not be privileged. Therefore, even:
under the stringent standards Petitioner suggests apply t0 administrative investigations, the
investigational hearing requested here is warpanted.

Ta smnmnm, we find oo baszs for Petifioner’s sssertion that the subpmna is
“unreasonable’ n reqoesting M. Bisaro’s testimany, Accn:dmgjy, Wi reject Petitioner’s
arglmients 1o the coxmcmy ;

IV,

Petitionsr further conends that the subpoena Is improper because it was jesusd foran
improper purpese, £, “t0 pressme Watson to relinquish any exclusivity rights it may haive, and
thereby attempt to enginger generic entry into the modafinil matket™® In partionlar. Petitioner
asserts that Commission staff threatened to continue its investigation of Watson if the company

-did ot r:imqmsh any exclusivity rights it hes, and carried out that threat by 1 issuing the process
at issue in the Petifion;

These allegations are buseless and do niot support the Petition’s assértion fhat the
subpoera was issued Tor an inmproper purpose. The subpoena was issued pursuant w2 valid and
extant resolution “[tjo determing whether Cephislon, Inci, ... Carlshad Techriotogy, Inc., Watsor
Pharmacsuticals; orothers have engaged inany unfair methods of competition that violate
Section § of the Federal Trade Commission Act, 15 US.C. e, 45, ng amended. by entering into

. pgresments mdmg roodafinil products,”™ Pirspant to that resolution, the Comraission is
anthorized to investipate whether Watson has entered Tnto any agresments relating to
srelinguishment of any markwung exclusivity rights that it may have for generic mmdaﬁml &mds )
ot whether it infends to relinguish suchrights. In sch an mveshgamn, Commission staff may
‘explors or sugpest certain actions that might negme any anticompetitive: coricerns identified. We
find thet issuing & subpoena for the testimony of the President and CEQ-of Watson shout any. -
eampaﬂy agreements and discussions with thivd parties with regard to ‘relinguishment — after first
< dssting CIDs to the cormpany and rmwmg thetestimiony of another of Hs exeoutives ~is olearly

a proper purpose.,

 Petition at'19.
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¥,

Finally, Petitioner mntends that ifhis mveshgaﬁcnal hearing isto pmcead it is “unduly
Hurdensome” for hini to appear at FTC offices in Washington, D.C. 2s oppesed to his place-of
redidance™ Petitioner provides nothing more than a generslized assertion of burden, and does -
not explain how his travel to and patticipation in an investigational hiearing in Washington, DG,
isunduly burdengoitie. On the ourrent tevord, we therefore reject Petitioner’s request that the:
investigational hearing proceed at a location other than the FTC's offices in Washington.

For all-of the foregaing reasons, IT IS HEREBY ORDERED THAT t’he Raquest by
-and it heveby is, DENIED,

ITISFURTHER: DRDERED THA'I' Petitioner Appear on Apnl 15 2010, foran
investigations]. hearing in Wasmngtom DiC;, unless.atherwise agreed m by Comrmssmn ‘staff.

By direction of the Cam:msmon. Z ‘g‘ %L__'

Diisiald 5. Clark
Seeretary

 Petition it 193 Request of 3.
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1IN THE UNITED STATES DISTRICT COURT.
'FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION 4
k Petitioner, },
v % Mise. No: 1:10-mc-00289 (CKK)(AK)
PAUL M BISARO, }
‘Resjmndenh :) :

DECLARATION OF SARALISA C. BRAU

Pursuant 1028 1.8.€. § 1746, Sarslisa C. Brau declares as follows: -

L I ézim Deputy Assistant Divaetor in the Hlealth Care Division within the Bufeau;if
Colpetition of the 1.5, Federal Trade Commission (“FIC™ or “Commission™. | have day-to-
day supervisory respousibility over the Coramission's madafinil iﬁvestigzitidn;

‘ 2 T gubimit thi:detlaration i supportof the Cd?nmissiqn’s‘ Mt)ﬁojn for Leave fo:
Supplement the Record and to Enforee the Subpoena.dd Testifcandum Forthwith, k’Ihefact;s\‘ et
forth herein are ba;ed onmy ﬁersonal knowladge or information fade Keritron to inein the

-course:of my official duties; ‘

3. The Commission QﬁEned the miodafinil investipation in 2006 to determing if
Cephalon, Ine. (“Cephialon™, \Vatson Pharmaceiticals, Tne. (“Watson”; and certain other
gﬂnerﬁ companies had enrered into ‘mﬂawfu‘l ag;réembnts 1 detaythe introduction of generic
versions of Provigil, Cephalon’s branded rriodafinit product. The initial phase of the modafiail
Investigation focuserd on the generic companies” challenges to Cephalon’s 11,5, Resissiied Pafert

¥
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No. 37,516.(“the *5 16 patent”) and Cephialon’s 2005-2006 ssﬁlemanis of the ‘316 patent
Iitigation, under which Watson snd the other generic mrﬁ;ﬁaﬂiés agreed they would dot market:
generic modafinil until 2012, The initial phase of the Commission’s modafinil investigation
_ctilminated in the filing of & Tederal éﬁuﬂ;cumplaint against Ceﬁhalon {butnot Wms&n‘dr the
dﬂjmr generics) in February 2008, which is carrently being litigated‘intbe‘ﬂa‘ste‘m Dristrictof:
Pennsylvania. See FTC v. Cophalon, Inc.; No. 2:08:-cv-2141-MSG, 2010 US. Dist;LE:}ﬂs
25005 (E.D, Pa. Mar 29,2010 {denying mation todismiss) Afier filing macomplaim,f’thc
Commissions rﬁedaﬁui} investigation réniained open, albeit indclive;
4.0 The 1'(1(,)&‘-1t recent phase of the modafini] investigation began when, m Janmary
2009; Commuission staff first learned that Cephg}bn had filed a new patent in the Food and Drug
Administration’s (*FDA"s") Orange Book covering Provigil, U 5. Patent Mo, 7,297:3 46.( “thie
346 Patem”),,m& that Watsori — o the: éame day — had filed 4 Paragraph IV ceﬂiﬁgaﬁan
apginstthe “346 Patent ciannmg thiat the patent was sither invalid or not infringed by Wazsén’s
generic product. ‘Based on my understanding of applicable siatates and regulations; thise evént%.- :
creatéd the possibility xhat Watson might be é “irst filer” with sézard 10 the *346 Patent, As
“Hrst flers,” genietic companies dre cligible for 180 days of marketing exelusivity ot such time
that the FD'A grants final appreval to their generic drug applications. That Watson might have
potential niarketing e‘,xclusiv:i‘ly arising from the 346 p*étent rmsed questions about whether
Watson's agreedtent not to market genieric modafinil natil 2012 might act s an additonal -
impediment ta gengric modafial entry by ather peneric comp;mi esc Inlight of these riew factls,

FTC staff résumed the modafiil investipation.

K3
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: 5 Botween March 2 and Mﬁy‘s,“zDD‘Si, Meirkus B Meier, the Assistant Ditector of
the He‘ahh Care Division, and Linidated several telaﬁhdﬁf ealls 1o Watszvﬁ’s munsel; Stev‘eﬁ (e
Sunshine of Sk&ddenj Axps; Slate, Meagher & Flom L12, i,ldzﬁsmas the lagest devélapiﬁénts m
the modaﬁnﬂ invgsﬁgatien,« Those conversations, and what did and did not pecur as dresult of
thoze conversaﬁoﬁs, raised tmubli'ng quesliﬁﬁs abom whether Watsnn had entered it a
pritgtially per se vinlawhal agroement with Cephalon nét to relinguish any modatinil marketing
'cxc.lusiia‘ity it triight have. Beginning fn May 2009, the Cdm’missiou isﬂedaddiﬁomi
compulsory process, ‘including the suB‘poen& aa’ ‘r‘estg'ic&hdum ﬁq Mr.Bisaro,; to tesolve those
qﬁesfi,gns,~ ‘ ‘
“The Evidentiary Basis fm- the Investigation ‘
6.+ The evidentiary basis for staff’s concerns about an unfawiul agreement bevween
“Watsoy and Cephialon 501 to velinguish Watson's poteritial exclusivity Hehts centered ot two
igsuies. First, m Secxidn 2:1 of the 2006 Settlement and Licénsé Agréement beiweeutephalm
- and Watson's business development parter, C‘aﬂs}:ﬂd Technologies, Inc.; (the Settlemient ‘
Agreement”), Watson had agreed not to “make; use, affecto sell, or sell; or actively iﬂdu‘cenr
wysist any oter entity o riake; vse, offer 10 sell, or sell any Generic Modaﬁnit Product within
the Ter.rimryk. 26 T the exent that Watson’s agréenient oot 1o “gctively induice ot sssist sy
other éntity,” preclisded b frori velinguishing any em:—lusivi’ty rights it might have, ‘this p‘m‘visi‘okn

could violate the antitrast laws 8s an pgfeement driong potential competitors to block other

! Sertlemient Agreement § 2.1 {(emphasis added). Although to the Commission’s knowledpe the
parties have not disclosed publiely the complete terms of the Settlement Agreciment, Cephalon
insluded 2 redacted version (comaining the language quoted sbove) as Exhibit 10.1 40 its 10-Q),
filed with the SEC-on November 8 2006
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‘genéric competitors from entering the market. S’ée In v Cardizem cp Antirrusi Litigation, 332
F.3d 896, 907-08 (6* Cir. 2003) (condermning an agreemment between 2 brand and penric
company not 10 relinguish exclusivity rights as a per se viclation of the antitrust laws) This
pmﬁsidn of the Settlement Agreémmf\had,nm been a focus of the initial pﬁase of the
“investigation becdnse Watson was oot a first-filer with régard fo. the 516 patent; and was
merefbre ot c]igible fdr markeﬁng exclusivity.. That changed, however, after FTC stafflearned,
i Tanuary 2009, that Watson was a first filer with potential exclusivity rights arising from the.
fater-listed 346 patent. ;

L Second, Watson appeaféd disinélined to pursue a potentially profitable business
opportunity in whick it cauld relinguish any modafinl exchusivity rights it might have in

“exchanige for substantial compensation.- Ina telephone conversation with Mr. Sunshine in March
2009, Mt Meier posited hypothéﬁcalf scetiardos o explote whetherkWatscn',might profit from
‘relinquishment of any exclusivity rights it might have. Based on my undaﬁmding afﬁxe'fac&
‘abthe time, it appem’ed ‘that relinquishinent could hea mnm'proﬁmjble option fur Watson than

- waiting to lautich its generie modafinil product under the 1érms of the Settlemént Agreement.

8. OnMarch 13, 2009, Mr. Meier asked Mr. Sunshine if Watson would be interested
it i with a:th‘ird party, Apotex, Inc. (“Apmex”)“aquj;a,kpotential Egresmment to relinguish
whatevér ma’rkeﬁng“éxcﬁsiﬂ@ rights Wats«jn raight have: Nr, Sunshine affirmed L}mt ’Watsnn‘
swould b fnterested in mu{mg o Apotex about the possibility of relinquishment, and identified
David Buchen, Watsorfs Cieneral Cotinsel, as the person at Watson that Apafax should comact.,

9. T Watson chese to relinguish its pmenﬁal;axr.luéivity, the FTG’S ongoing |
investigation abo‘uf Whetbe: ‘Watson ﬁad agréed with Cep’halon‘ hof torelinguish s exdus‘iVit’y

&
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would have been resolvid, kavin‘g mt‘ri‘ing further to ‘fmesﬁgatc‘. focontrast, if Watson ;hosé :
not to relinguish its potential exclusivity, the FTC would teed te assess whether Watson wis
atting ndependently or whether the reasoﬁ for thie decision 'wag attributable to an unlawhid |
agreement with Cephalon ot to relinquish. k ;
10 ‘ﬁn May 5, 2009, Mr. Meier and Tealled Mr. Sunshine to determaine whether there
bad been any further de,valdpmants relating to Watson®s potential relinquishment. On May 5,
2009, M:r Meier and I'placed a stonilar call ,té Apotex’s Vice President of Global mte}lmﬁal
Propeity, Shashank Upadhye. Mr. Upadhye told FTC staff that diseussions with Watsou had
stalled and that Watson did not appear to be inferested I putsuing a business armﬁgemeﬁt with
Apotex; Based ou thés‘e« Gon veafsaﬁans, byearlj May 2009, it appeared 10 FTC sta;ﬂ;' thatha‘tsonf
was not interested m potential rélinquiShmant.
1L . Watson's dpparent deci‘sioﬁ to forego a porentially pfaﬁtabie hﬁs‘ine‘ss
opj:mrmziizy reiat'ing; fo relinguishvient raised further questions to staff about why Watson was
-acting in & manner that aﬁpeamd to'bie contrary to,: its owit ecnnenig interest. These qucstiqﬁ§i~ :
combined with staff's concerns about Seetion 2.1 of the Settlement Agresment, required furthes
‘inveﬁ'tigalion o assess whether the reason for the decision was atiributable to-an unlawful
agreement with Cép'hélcm riett o relinguish.
Watson Repeatedly Fails to Answer the FTC's Questions
12, OnMay 19, 2009, the Commission issued nareowly targeted Civil Investigative
Demands (“CIDs" to Watson (the “Watson CID") and its development partrer, Carlsbad, to
determine, inter alia, whether Watson is & party to any agrecment that limits ts ability to
“felinquish ahy‘markeﬁng eﬁ:clusiﬁty rights it may‘ Have with respect 1o, generic Provigil.

5
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‘1‘3. ‘Specifically, Spesification 3 of the Watson CID required it 1o ddentify *each :
agreenienl, wiiten or oral; that prohibits, blocks, prevents, mmpromises,hr limiis inany way
Watson-or Carlsbad’s aﬁility to relinquishcligibiiiiy o c]mm 180~day Mafkcting Exchisivity for
Grenieric vaigil Mas well a8 “[the ﬁrgiuﬁ(s} of the Agfaement that prohjbir‘gf ﬁmit Wa&un’«s ar
Caﬂsﬁbad@ ability to relinguish.” (?Et’r’s Reply Ment: in Supp. of Pet foran Dfdef'Enfﬁming
Administrative Subﬁcenﬂ Ad Testifivandum a.ud Opp'ntoResp *t's Mot. to Compet,
Supplemental Pet, Ex. 2. (Boc. No. 20)

{4, In its written response dated June 10; 2000, Watson identitied the Sertlement

- Agreement as the orly agreement that “may relate” t its ability o relinquish, stating that “(aJay
fe‘!evant limi‘tatinns‘onestriycﬁnns are cbma‘ined‘ therein.” Watson, however, did not identify the -
relevant pbrtinné af t‘hc}agraer‘nent‘ a¥ required by Specification 3 of the CID. {d 2t Bx. 23 0n
Jine 11, 2009, Cormimission staffregponded with a letter té Watsor’s counsel identifying te
deficiency of Watsnkn"sinitial CID response amlagam tequestinig that it identify the relevant
;porti‘aﬁ Qf 1hie Setlenient Agreement as roquired by the CID (i at Bx. 3))

15 Ivaletter from counsel r‘éspanding to Commission staff on June 17, 2009,
Wétson dgain refisied 1o provide the z?é.queél;ed information, stating that “[t]he Agresment speaks
for itself?” and claimivg privilege for “Watson's anal;ysis of . ... how the Agreement may relate fo k
FDA marketing exclusivity.” (fd st Bx. 4)

16, k‘[k)m'i;ng the June 25, 2009 investigational hearing of David Buchen, Watson's

. General Counsel; M Basshen identified an indemnification provision of the Smlement
Agmemem that “nﬁgmmlgte tothe iﬁvesﬁgaﬁnn,’?' butrefused to answer when asked about any
«aﬂﬁer provisions. {f at Bx. 5.3 M. Bur,hén also refised to answer when asked whether the

G
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Seﬁlemem Agmament liniits Watson abiliry to relinguish arty rights to mhrkating exchisivity 5t
niay have | witl respest to geriesic Provipil, (fd)

17, The May 19,2009 Watson CIE also sought information relating to Watson’s
dimussions with third pgr‘tiés regarding xelinqr;is}miénn Speciﬁeﬁllg, Speqiﬁcation 4ireuired
Watson toidentify “each company with which Watsen-hiad contact relatingto: % .. eligibility 1o
cliiny 180-day Marketing Exclusivity for Generic Provigil; or the relinquishment thereof,” and
- {W]hethemesm entered Hito ai apTecmEnt as‘a‘ sesulvof these dis‘cussibns; it thit reasons for:

" Watson's deeision™ (J at Ex. 2.¥ ‘
18, - On June 10, 2009, Watson identified Apotex in its writtén redponse as a firm with
wlii;;h'it‘had digeungsed rdihqdishmenl, siaﬁng mat““[n]o ag:r::émem of dccision has been ’
‘reached.” Watson, however, . did niot provide the rkéasonsﬁskrequired by Spéciﬁczﬁ‘un: 4.ofthe
FICs CID, () O June 11, 260‘)‘, Commission staff idertified the deficiency of Waxs;m‘fs‘
: mmal CID wesponse in'4 l‘e&e: to counsel, end requiested again that Watson provide kthe; TEASDNS
why no agreement was reached with Apotex, (Id atEx.3) l |
19, Agaiu, Watson refused to brovide the requested information. Ina li:t‘tf.jr from
cotusel on Jime 17, 2009, Watson responded that the eompany’s desision “is inextricably-
intertwined with legal matters; Watsoﬁ’s~ inteinal deliberations regarding this niatter implicat
légalfadﬁce and ate ‘profested frotn disclosiire by the attorney-client privilege“(ld atEx 4 At
s Tune 25; Zﬁﬂﬁinve‘sﬁgaﬁoﬂa.l heating, however, Mr. Buchen identiﬁed’f‘or the ficst: time twu
apparently non«pﬁyi[eged bases for not pursuing an agreement with Apotex. (Jd at Ex. 5.) M-
‘Buchen also identiﬁc;d Mr. Bisara as the only petsor at Waisom With whons hig had spoken
regmﬁdiﬁg relevant discossions with a thisd party abouta possible deal for ‘gefieric Provigil. 1673

Y
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‘Mr. Bisaro, as President and CEO of Watson, is well positioned to testify, among other rhin‘gs,y
abont whether a ‘p'q‘tential Tuisiness arrangement with 4 third party to selinquish any miodatinil:©

“exclisivity is likely to e in the company's economis interest.

]‘déciate\under~penaltynffp5ﬁfl1r5'thatth¢‘t‘bregt;:xingis,tru: and corvert.

Executed on: July 21, 2010

. “Saralisa C. Brf
Deputy Assistant Director
Bureay of Competition:
Federal Trade Commission

~Washington, DC 20580
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