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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

UNITED STATES OF AMERICA,

Plaintiff,

V. Civil No. 3159
MERCK & CO., INC,,

Defendant.

MEMORANDUM OF THE UNITED STATES IN RESPONSE TO THE MOTION
OF MERCK & CO., INC. TO TERMINATE THE CONSENT DECREE

Merck & Co., Inc. (“Merck”), the successor in interest to Merck & Co., Inc.!, the
original defendant in this action, has moved to terminate the Consent Decree entered in
United States v. Merck & Co., Inc. (Civil No. 3159 D.N.J. 1943) on October 6, 1945
(“1945 Consent Decree”).2 A copy of the 1945 Consent Decree is attached as Exhibit A.

After soliciting public comments on the proposed termination, the United States
has concluded that this decree is no longer necessary to protect competition and that its
continued existence does not otherwise provide any public benefit. The purpose of the
decree was to restore competition between Merck and its former German parent, E.

Merck. The relationship between Merck and E. Merck, now known as Merck KGaA, has

' On November 3, 2009, Merck & Co., Inc. (“Legacy Merck”) merged with Schering-
Plough Corporation (“Schering-Plough™). As a result of the merger, Schering-Plough—
which was renamed Merck & Co., Inc. (“Merck”)—became the parent company of both
Legacy Merck and the former Schering-Plough operating companies. Legacy Merck was
renamed Merck Sharp & Dohme Corp.

2 Two other defendants were named in the complaint and were parties to the decree.
Powers-Weightman-Rosengarten Corporation was dissolved in 1951. George W. Merck
died in 1957.
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changed dramatically since the 1945 Consent Decree was entered sixty-five years ago. In
essence, the competitive problems the 1945 Consent Decree addressed are no longer a
cause for concern. Therefore, the United States supports Merck’s motion to terminate the
1945 Consent Decree.
L BACKGROUND

A. The Complaint and the 1945 Consent Decree’

The purpose of the 1945 Consent Decree was to restore competition between
Merck and its former German parent, E. Merck, by dissolving the “Treaty Agreement”
between the two companies and prohibiting various conduct between them. E. Merck is a
German company that traces its roots back to a single pharmacy in Germany in 1688. In
the early 1800's, Emanuel Merck took over this pharmacy and began industrial
production of various organic and inorganic substances. In 1891, his grandson, George
Merck, founded a trading company in the United States to sell the German parent
company’s products here. The German parent company owned a substantial interest in
the United States trading company. This trading company was incorporated as Merck &
Co., Inc. in 1908 and continued to act as a sales agent for its German parent company in
the United States and Canada. Both companies exported to Cuba, the Philippines, and
the West Indies and competed for sales there. E. Merck sold the company’s products in

all other parts of the world.

* The Antitrust Procedures and Penalties Act, 15 U.S.C. § 16(b)-(h) (the “Tunney Act”),
which provides for public notice and comment on antitrust settlements proposed by the
United States, does not apply to decree terminations. Merck has provided public notice
of its request to terminate the 1945 Consent Decree. As part of this notice, the United
States solicited comments regarding the proposed termination. No comments were
received.

* The following background is taken from the complaint filed in this action, which is
attached as Exhibit B.
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During World War I, the Alien Property Custodian of the United States seized the
interests of E. Merck in Merck. In 1919, George Merck raised funds and purchased the
seized assets from the Alien Property Custodian. Since that time, E. Merck has had no
ownership interest in Merck. As a result of the war, Merck substantially expanded its
manufacturing operations in the United States and developed an export business to
Central and South America, countries that E. Merck could no longer export to as a result
of the Allied powers blockade of Germany. Once the war ended, Merck ceased exporting
to those countries and ceded those countries to E. Merck. In return, E. Merck continued
to not make sales in the United States and Canada.

In 1932, the two companies formalized this territorial allocation in a “Treaty
Agreement” and agreed to other forms of cooperation, such as cross licensing of patents,
sharing new products each developed, and extensive information sharing on
improvements to existing and future products. This Treaty Agreement remained in place
until the United States challenged it in 1943 in this action. The suit was settled with the
entry of the 1945 Consent Decree.

The purpose of the decree was to restore competition between Merck and its
former parent company, E. Merck. To achieve that, the primary mechanism was the
cancellation of the Treaty Agreement and an injunction preventing Merck and its
successors from adhering to the terms of the Treaty Agreement or engaging in conduct to
revive the agreement. The decree also prohibits Merck from “entering into, adhering to,
maintaining or furthering any agreement” with E. Merck to:

(D) refrain from competing in any market or country;

2) refrain from competing in the manufacture, sale, distribution,
import or export of any chemical or pharmaceutical product;
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3) allocate markets, territories, or customers for the sale of any
chemical or pharmaceutical product;

4) create or observe an obligation to exchange or license rights
relating to any chemical or pharmaceutical product;

(5) establish or adopt terms and conditions for licensing patents for
any chemical or pharmaceutical product;

(6) establish or adopt terms and conditions for the sale of any chemical
or pharmaceutical product; and

7 fix prices for any chemical or pharmaceutical product.
The decree provides that Merck file with the Assistant Attorney General for the Antitrust
Division “notice of their intention to make any agreement or arrangement with E. Merck
relating to or affecting the business policy” of Merck. In addition, the decree required
Merck to grant patent licenses to anyone who applied for a long list of specific patented
processes and not sue anyone for patent infringement based on the same list of patented
processes. The decree was entered on October 6, 1945.
B. Developments Since the Entry of the 1945 Consent Decree
Merck and its former parent, E. Merck (now known as Merck KGaA),
today are totally separate companies. Both participate in the pharmaceutical business,
although Merck KGaA has a very limited presence in the United States. In November
2009, Merck merged with Schering-Plough. The surviving company is still known as
Merck & Co., Inc.
In May 2010, Merck advised the Division that it wished to seek termination of the
1945 Consent Decree. To determine whether the Division should consent to the request,
the Division required that Merck publish voluntarily, at its own expense and in a form

acceptable to the Division, a “Notice of Intention to Seek Termination of the Consent
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Decree in United States v. Merck & Co., Inc., et al.””® The Notice ran in the Wall Street
Journal and “The Pink Sheet”, a widely read trade publication for the pharmaceutical
industry. It described Merck’s intention to seek termination of the 1945 Consent Decree
and specifically invited any interested persons to submit comments or relevant
information about these plans to the Division. The Notice appeared in the August 27 and
August 28, 2010 issues of the Wall Street Journal and the August 23 and August 30
issues of The Pink Sheet (both the print and electronic versions).® The Notice requested
that comments be submitted by October 1, 2010. Although the Division received several
requests for copies of the1945 Consent Decree in response to the notice, no comments
were submitted. There have been no violations of the consent decree since its entry in
1945.7

For the reasons discussed below, the United States has decided to consent to
Merck’s motion to terminate the 1945 Consent Decree.
IL. ARGUMENT

Termination of the 1945 Consent Decree is in the public interest as continuation
of the decree is no longer necessary to protect competition. The Treaty Agreement was
dissolved more than sixty five years ago. Merck and Merck KGaA continue to be totally
separate companies and compete with each other in the pharmaceutical industry. The

1945 Consent Decree has accomplished its principal purpose of restoring competition

5 The Notice is attached as Exhibit C.

% Copies of proofs of publication from the Wall Street Journal and The Pink Sheet are
attached as Exhibits D and E, respectively.

7 Merck has on two occasions in the last ten years brought to the Division’s attention
proposed licensing agreements it sought to enter into with Merck KGaA. On both
occasions, the Division reviewed the general scope of the proposed licensing agreement
and found no conflict with the decree.
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between Merck and Merck KGaA. Both companies will remain fully subject to the
federal antitrust laws after the termination of the decree. The 1945 Consent Decree is
obsolete and no longer needed.
A. Applicable Legal Standard for Termination of the 1945 Consent Decree
This Court has jurisdiction to terminate the 1945 Consent Decree. Section IX of
the decree provides that:
“Jurisdiction of this cause is retained for the purpose of enabling any of
the parties to this decree to apply to the Court at any time for further
orders or directions as may be necessary or appropriate for the
construction or carrying out of this decree, for the amendment,
modification, or termination of any of the provisions thereof. . . .”
Under Rules 60(b)(5) and (b)(6) of the Federal Rules of Civil Procedure, “[o]n motion
and just terms, the court may relieve a party . . . from a final judgment . . . [when]
applying it prospectively is no longer equitable; or (6) for any other reason that justifies
relief.” See United States v. IBM Corp., 163 F.3d 737, 738 (2d Cir. 1998) (affirming
grant of motion by the United States and defendant to terminate antitrust final judgment).
Where, as is the case here, the United States supports a defendant’s request for
termination of an antitrust consent decree, the reviewing court is responsible for
determining whether such termination is in the “public interest.” IBM Corp., 163 F.3d
737, 738 (2d Cir. 1998); see also United States v. American Cyanamid Co., 719 F.2d 558,
565 (2d Cir. 1983); United States v. Baroid Corp., 130 F.Supp.2d 101, 103 (D.D.C.
2001); United States v. Loew’s Inc., 783 F. Supp. 211, 213 (S.D.N.Y. 1992). Exercising
“judicial supervision,” IBM, 163 F.3d at 740, the court should approve a consensual

decree termination where the United States has provided a reasonable explanation to

support the conclusion that the termination is consistent with the public interest. Loew'’s,
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783 F. Supp. at 214. In essence, the court’s public interest determination “should look to
the elements of that species of antitrust violation to determine whether the present state of
affairs is such that dissolution of the decree would be in the ‘public interest.”” IBM
Corp., 163 F.3d at 740 (citing American Cyanamid, 719 F.2d at 565). Deference is
usually given to the Antitrust Division’s position in light of its antitrust expertise.

Baroid, 130 F.Supp.2d at 103.

The Division has recognized that obsolete decrees can needlessly burden the
parties, the courts, and the competitive process. These considerations, among others, led
the Division in 1980 to establish a policy of including in every consent decree a so-called
“sunset provision” that, other than in exceptional cases, would result in the decree’s
automatic termination after ten years.® As a result, with rare exception, the only antitrust
decrees to which the United States is a party that remain in effect are those entered within
the past ten years, or before 1980 when the “sunset” policy was adopted. The Division’s
policy statements have encouraged parties to old decrees to seek the Division’s consent to

their termination.” In the United States’ view, decrees entered prior to 1979

¥ This change in policy followed Congress’ 1974 amendment of the Sherman Act to
make violations a felony, punishable by substantial fines and jail sentences. In 2004,
Congress increased the statutory maximum penalty for a Sherman Act violation by a
corporation to a $100 million fine and by an individual to ten years in prison and a $1
million fine. With these enhanced penalties for per se violations of the antitrust laws, the
Division concluded that antitrust recidivists could be deterred more effectively by a
successful criminal prosecution under the Sherman Act than by a criminal contempt
proceeding under provisions of an old consent decree aimed at preventing a recurrence of
price-fixing and other hard-core antitrust violations. United States v. Columbia Artists
Mgmt., Inc., 662 F. Supp. 865, 867 (S.D.N.Y. 1987).

® See U.S. Department of Justice, Antitrust Division, DOJ Bull. No. 1984-04, Statement
of Policy by the Antitrust Division Regarding Enforcement of Permanent Injunctions
Entered in Government Antitrust Cases (attached as Exhibit F); and U.S. Department of
Justice Press Release, New Protocol to Expedite Review Process for Terminating or
Modifying Older Antitrust Decrees (April 13, 1999) (attached as Exhibit G).
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presumptively should be terminated, unless there are affirmative reasons for continuing
them, which we would expect to exist only in limited circumstances.'°

B. The 1945 Consent Decree’s Provisions are Unnecessary Under Current
Antitrust Statutes

The presumption in favor of terminating old decrees is especially justified where
changes in the law have rendered the decree’s provisions unnecessary. Many of the 1945
Consent Decree’s provisions prohibit per se antitrust violations between Merck and its
former parent E. Merck. E.g. see Section VI(G)(1) and VI(G)(4). After the passage of
decades, judgment provisions that in substance require defendants to abide by the
antitrust laws add little, if anything, to antitrust compliance. The remedies available
under current antitrust statutes for criminal antitrust violations such as hard-core price-
fixing and market allocation are generally more severe than those for contempt of an
outstanding judgment and therefore serve as a greater deterrent to resumption of the
challenged anticompetitive conduct than the threat of contempt proceedings. Cf Loew'’s,
783 F.Supp. at 214 (holding that termination of an antitrust decree leaves the parties
“fully subject to the antitrust laws of general application”).

Section VII of the decree requires Merck “to file with the Assistant Attorney
General in charge of the Antitrust Division of the Department of Justice, notice of their

intention to make any agreement or arrangement with E. Merck relating to or affecting

' Among the circumstances where continuation of a decree entered more than ten years
ago may be in the public interest are: a pattern of noncompliance by the parties with
significant provisions of the decree; a continuing need for the decree’s restrictions to
preserve a competitive industry structure; and longstanding reliance by industry
participants on the decree as an essential substitute for other forms of industry-specific
regulation where market failure cannot be remedied through structural relief. None of
these circumstances is present in this case.
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the business policy of either defendant ....” This provision of the decree is no longer
necessary to assure that the Division receives notification of proposed business
arrangements between Merck and E. Merck (now Merck KGaA). There is no reason to
continue to require that Merck provide notification to the Division of proposed business
arrangements with Merck KGaA as opposed to any other company. In 1976, Congress
enacted the Hart-Scott-Rodino Antitrust Improvements Act of 1976 (the “HSR Act”),
codified at 15 U.S.C. § 18a, which requires advance notification to the Department of
Justice and Federal Trade Commission before the formation of certain joint ventures and
prohibits closing the proposed transaction until the expiration of a waiting period, usually
thirty days. Thus, the government agencies will have notice of and an opportunity to
evaluate significant joint ventures between Merck and Merck KGaA. Moreover, the
broad reporting requirements of the 1945 Consent Decree are not consistent with modern
antitrust enforcement policy which recognizes that joint ventures and licensing
arrangements between companies are often pro-competitive and should be judged under a
rule of reason standard.!' The two companies have operated independently, with no
decree violations, for more than 65 years. In reviewing the two proposed licensing
arrangements between Merck and its former parent over the last ten years, we have not
found that they violated the 1945 Consent Decree or were anticompetitive.

C. Notice Procedures Before Termination of The1945 Consent Decree

The United States believes that advance publication of Merck’s plans to seek to

terminate the 1945 Consent Decree provided sufficient public notice and opportunity to

'l See e.g. The National Cooperative Research and Production Act of 1993, 15 U.S.C. §§
4301-06, which applies the rule of reason standard to the antitrust analysis of joint
ventures.
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comment on the pending motion to terminate the 1945 Consent Decree. The United
States received no comments in response to the notices Merck published. If the Court
agrees that no further notice is necessary, the United States requests that the Court enter
an order terminating the 1945 Consent Decree. See Exhibit A to the Stipulation Between
Parties In Support Of The Unopposed Motion Of Merck & Co., Inc. To Terminate The
Consent Decree. If the Court, however, concludes that further notice and comment are
necessary, the United States requests that the Court enter the stipulated order providing
procedures for further notice and comment. See Exhibit B to the Stipulation Between
Parties In Support Of The Unopposed Motion Of Merck & Co., Inc. To Terminate The
Consent Decree. Merck has agreed to follow these procedures, including publication of
the appropriate notices, should the Court find it necessary.
II.  CONCLUSION

For the foregoing reasons, the United States consents to the termination of the
1945 Consent Decree, subject to its right to withdraw its consent to the motion at any
time prior to entry of an order terminating the Decree.
Dated: July lﬁ: 2011

Respectfully submitted,

DAL Bl

David A. Blotner

United States Department of Justice

Antitrust Division

Transportation, Energy & Agriculture Section
450 Fifth Street, N.W., Suite 8000
Washington, D.C. 20530

Telephone: 202-307-1167

Attorney for the United States of America

10
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In the District Court of the United States
for the District of New Jersey

Civil Action No. 3159

UNITED STATES OF AMERICA, AND ALIEN PROPERTY
CUSTODIAN, PLAINTIFFS

.

Merck & Co., INc.,, AND PowERS-WEIGHTMAN-ROSEN-
GARTEN CORPORATION, DEFENDANTS

The plaintiff, United States of America, having
filed its complaint herein on October 28, 1943; the
defendants Merck & Co., Inc., and Powers-Weight-
man-Rosengarten Corporation, respectively, having
appeared and filed their answer to such complaint
denying the substantive allegations thereof; the plain-
tiff, Alien Property Custodian, having intervened and
filed its complaint herein on October 6, 1945; the
defendant, Merck & Co., Inc., having filed its answer
to such complaint denying the substantive allegations
thereof; all parties hereto by their attorneys herein
having severally consented to the entry of this final

judgment herein without trial or adjudication of any
671084—45——1 (1)
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2

issue of fact or law herein and without - admission
by either defendant in respect of any such issue;

NOW, THEREFORE, before any testimony has been
taken herein, and without trial or adjudication of any
issue of fact or law herein, and upon consent of all
parties hereto, it is hereby

ORDERED, ADJUDGED, AND DECREED, as
follows:
I
The Court has jurisdiction of the subject matter
herein and of all the parties hereto; the complaint
of the United States of America states a cause of
action against the defendants under the Act of Con-
gress of July 2, 1890, entitled ‘““An Act to Protect
Trade and Commerce Against Unlawful Restraints
and Monopoly’’; and the complaint of the Alien Prop-
erty Custodian states a cause of action against the
defendant Merck & Co., Inc., under Section 24 (1)
of the Judicial Code, as amended (Title 28, U. S. C.
Section 41 (1), Section 274 (d) of the Judicial Code,
as amended (Title 28, U. S. C. Section 400), and under
Section 17 of the Trading with the Enemy Aect of Octo-
ber 6, 1917 (40 Stat. 425; Title 50, Anpendix, U. 8. C,,
Section 17).
IT

As used in this judgment:

1. ““E. Merck” means a partnership trading and do-
ing business under that name and style in Darm-
stadt, Germany, and its partners, and its and each of
their agents, employees, affiliates, successors, subsidi-
arles, representatives, and assigns, and all persons
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3

acting or claiming to act under, through or for them
or any of them; provided, that the term ‘K. Merck”
shall not be deemed to refer to or include the Alien
Property Custodian by reason of his vesting of any
property, interests, or rights of E. Merck; this pro-
viso, however, shall not operate to impair the right of
the Alien Property Custodian, as owner of all inter-
ests and rights created in E. Merck by virtue of the
Treaty Agreement and all agreements amendatory
and supplemental thereto, and as owner of all pat-
ents, patent applications, processes, and inventions
vested in him and referred to herein, to consent to this
judgment, to consent to cancellation of said Treaty
Agreement and all agreements amendatory and supple-
mental thereto, and to administer said patents, patent
applications, processes, and nventions except as pro-
vided in Paragraph X hereof.

2. “Treaty Agreement’ means a written agreement,
a copy of which is attached hereto and made a part
hereof and marked KExhibit A, dated November 17,
1932, between Merck & Co., Inc., and E. Merck.

IIT

The Treaty Agreement, and all agreements amenda-
tory or supplemental to the Treaty Agreement are
hereby cancelled and each of the defendants and each
of their directors, officers, agents, employees, repre-
sentatives, successors, subsidiaries and affiliates, and
all persons acting or claiming to act under, through,
or for them, are, and each of them and any successor
or assign of the Alien Property Custodian, hereby is,
enjoined and restrained from the further performance
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of any of the provisions of such Treaty Agreement
or of any agreement amendatory or supplemental to
such Treaty Agreement, and from adopting or fol-
lowing any course of conduct for the purpose or with
the effect of reviving or reinstating any of the pro-
visions of said Treaty Agreement or any agreement
amendatory or supplemental to such Treaty Agree-
ment. This Paragraph IIT shall not be deemed to
terminate any immunity, as a nonexclusive immunity,
held by either defendant on the date of this judgment
to manufacture, use, or sell under any existing patent,
patent application, process or invention, nor to pre-
vent Merck & Co., Inc., from enforcing or asserting
such rights or immunities as it may possess for the
use in its business of the name and trademark
“Merck’ in any form or combination of such name
and trademark whatsoever.

Iv

Defendant Merck & Co., Inec., its officers, dirvectors,
agents, employees, successors, and assigns are hereby
ordered and directed to issue to any applicant making
written request therefor, a nonexclusive license in the
form annexed hereto and marked Exhibit B, under
any one or more of the United States Letters Patent
and Patents issued under applications for United
States Letters Patent, the patent numbers and appli-
cation numbers of which are listed in subdivision 1 of
Exhibit C, attached hereto and made a part hereof,
including all continuances, renewals, reissues, or ex-
tensions of such patents and patent applications, with-
out any restriction or condition whatsoever, and with-
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out royalty or charge of any kind therefor, to make,
use, and sell the inventions claimed by the patents and
patent applications listed in said subdivision 1 of Ex-
hibit C, for the life of said patents respectively.

'VT

Defendant Merck & Co., Inc., its officers, directors,
agents, employees, successors, and assigns are hereby
ordered and directed to issue to any applicant making
written request therefor, to the extent that defendant
Merck & Co., Inc. has or acquires the power to do so,
an unrestricted and unconditional grant of immunity
under foreign patents or applications for foreign pat-
ents corresponding to the United States Letters Pat-
ent and applications for United States Letters Patent
listed in Exhibits C and D, attached hereto, to import
into, and to sell or to use, and to have imported, sold
or used in, any country, any product made in the
United States.

VI

Each of the defendants and each of their directors,
officers, agents, employees, representatives, successors,
subsidiaries and affiliates, and all persons acting or
claiming to act, under, through or for them, or any of
them are, and each of them hereby is, enjoined and
restrained from:

(A) Instituting or threatening to institute or main-
taining any suit or proceeding for patent infringe-
ment, or to colleet royalties (1) based upon any of
the United States Letters Patent listed in Exhibits C
and D, attached hereto, or issued upon any application
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for a patent so listed, or (2) based upon any foreign
patent or application for a foreign patent correspond-
ing to the United States Letters Patent or application
for United States Letters Patent listed in Exhibits C
and D, attached hereto, on account of the importation,
sale, or use in any country of any product made in the
United States.

(B) Filing any claim or bringing any suit or pro-
ceeding under Section 9 of the Trading with the
Enemy Act, or otherwise, for the purpose of claiming
or recovering any right, title, or interest in and to any
such patent or patent application listed in Exhibit D,
attached hereto, or any interest therein or thereunder,
except in so far as the Alien Property Custodian ex-
pressly grants rights therein or thereunder to the de-
fendants, their successors, or assigns, or either or any
of them.

(C) Reserving or undertaking to reserve for E.
Merck, or any person or persons designated by
E. Merck, any right or immunity to use, or to control
the use of, in any market or country, any trade-mark,
trade-name, or other designation adopted by either
defendant for any chemical or pharmaceutical product.

(D) Vesting in E. Merck control over any of the
business or over any business policy of defendant
Merck & Co., Inc., or of any of its subsidiaries or
affiliates.

(E) Claiming or asserting as exclusive any right
or immunity received from E. Merck prior to the date
of the entry of this judgment, under any patent or
patent application or as to any proeess or invention.
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(F) Conditioning in any way the sale or distribu-
tion or availability for sale or distribution of any
chemical or pharmaceutical product to or by any per-
son, upon such person refraining from reselling or
distributing or refraining from exporting for resale
or distribution such product in competition with
E. Merck at any place in the world.

(G) Entering into, adhering to, maintaining or
furthering any agreement, undertaking, plan cr pro-
gram with K. Merck:

(1) To refrain from competing in anv market or
country or in the manufacture, sale, distributien,
importation, or exportation of any chemical or phar-
maceutical pr(;ac?uct, or to allocate markets, territories,
or customers for the sale or distribution of any chemi-
cal or pharmaceutical product.

(2) To create, or to observe, an obligation to ex-
change or license under patents, patent applications,
inventions, processes, or other rights relating to any
chemical or pharmaceutical product.

(3) To establish, adopt, cr agree upon terms and
conditions to be imposed, observed, or required in
the licensing or granting immunities to or by others
under patents, patent applications, inventions, or proc-
esses relating to any chemical or pharmaceutical
product, or in the sale or distribution by or to others
of chemical or pharmaceutical products.

(4) To fix, maintain, or determine prices to be
quoted or charged by or to, or imposed upon, any
other person for any chemical or pharmaceutical
product.
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VII

Each of the defendants and each of their directors,
officers, agents, employees, representatives, successors
and affiliates, and all persons acting or claiming to
act under, through, or for them or any of them are,
and each of them hereby is, ordered and directed to
file with the Assistant Attorney General in charge of
the Antitrust Division of the Department of Justice,
notice of their intention to make any agreement or
arrangement with E. Merck relating to or affecting
the business policy of either defendant, its successors,
affiliates, or subsidiaries. The failure of the Attorney
General of the United States or the Assistant Attorney
General in charge of the Antitrust Division to take
any action following receipt of any information pur-
suant to this paragraph shall not be construed as an
approval of the matter and things so received or in-
formed, and shall not operate as a bar to any action
or proceeding that may later be brought or be pending
whether pursuant to this judgment or any law of
the United States based on things so received or
informed.

VIIT

For the purpose of securing compliance with this
judgment, and for no other purpose, and subject to
any legally recognized privilege, duly authorized rep-
resentatives of the Department of Justice shall, on the
written request of the Attorney General, or an Assist-
ant Attorney General, and on reasonable notice to the
defendants be permitted (1) access, during the office
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hours of said defendants, to all books, ledgers, ac-
counts, correspondence, memoranda, and other records
and documents in the possession of or under the
control of said defendants, relating to any of the
matters contained in this judgment; (2) without
restraint or interference from the defendants, to in-
terview officers or employees of the defendants, who
may have counsel present, regarding any such matters;
and the defendants, on such request, shall submit such
reports on applications for licenses and licensing
under Paragraph IV of this judgment, or with re-
spect to any relationship with E. Merck, or on exports
or sales for export by the defendants, as may from

- time to time be reasonably necessary for the enforce-
ment of this judgment; provided, however, that infor-
mation obtained by the means permitted in this para-
graph shall not be divulged by any representative of
the Department of Justice to any person other than
a duly authorized representative of the Department
of Justice except in the course of legal proceedings in
which the United States of America is a party or as
otherwise required by law.

IX

Jurisdiction of this cause is retained for the purpose
of enabling any of the parties to this decree to apply
to the Court at any time for such further orders and
directions as may be necessary or appropriate for the
construction or carrying out of this decree, for the
amendment, modification, or termination of any of the
provisions thereof, for the enforcement of compliance

671084—45——2
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therewith and for the punishment of violations
thereof.

X

(A) Tt is adjudged and decreed that all right, title,
and interest in and to the patents and patent applica-
tions listed in Exhibit D are in the Alien Property
Custodian. Subject to the provisions of subsection
B of this Paragraph X, this judgment shall not be
deemed to affect any right of the Alien Property Cus-
todian or his successors with respect to his owner-
ship of, or to issue licenses or immunities under, any
patent, patent application, process, or invention vested
in him, or to sell or otherwise dispose of any such
patent, patent application, process, or invention, pur-
suant to the provisions of the Trading with the Enemy
Act, as amended, and in accordance with his policy in
the administration thereof, or any right of the Alien
Property Custodian to royalties or payments accrued
prior to the date of the entry of this judgment. Sub-
ject likewise to the provisions of subsection B of this
Paragraph X, this judgment shall not be deemed to
prohibit or restrict in any way the Alien Property
Custodian or his successors or assigns from instituting
or maintaining any suit or proceeding for patent in-
fringement with respect to patents now or hereafter
vested in him or from taking such action with respect
to any vested patents, patent applications, processes,
or inventions as the national interest may require.

(B) A royalty-free, nonexclusive, unconditional,
and unrestricted license under any one or more of the
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United States Letters Patent and patents issued under
applications for United States Letters Patent, the
patent numbers and application numbers of which are
listed in the aforementioned Exhibit D, shall be
granted by the owner of the title of said patents to
any applicant making written request therefor; pro-
vided, that so long as ownership of said patents and
patent applications is vested in the United States, the
department, agency, or officer duly authorized to ad-
minister them may, upon a determination that the
national interest so requires, withhold, and upon sale
or other disposition of any such patents or patent
applications, require any subsequent owner thereof to
withhold, licenses thereunder from any corporation
or other business organization organized under the
laws of or having its principal place of business in
Germany or Japan, or individuals who are subjects,
- citizens, or residents thereof, or any corporation, busi-
ness organization, or individual acting for or on behalf
of any such German or Japanese corporation, business
organization, or subject, citizen or resident of Germany
or Japan; and provided further, that any license
issued by a duly authorized department, agency, or
officer of the United States may contain the terms and
conditions set forth in the form annexed hereto and
marked Exhibit H.

Dated October 6, 1945.
Forman,

United States District Judge.
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We hereby consent to the entry of the foregoing
Judgment:
Katzenbach, Gildea & Rudner,
KArzENBACH, GILDEA & RUDNER,
Attorneys for Merck & Co., Inc., and Powers-
Weightman-Rosengarten Corporation.
By George Gildea.
(EORGE (IILDEA.

Tom C. Clark,
Tom C. CLARK,
Attorney General.
‘Wendell Berge,
‘WENDELL BERGE,
Assistant Attorney Gemeral.
Epcar H. RosspacH,
T. M. M.
United States Attorney.
Herbert A. Berman, '
HerBERT A. BERMAN,
Special Assistant to the Attorney General.
Francis J. McNamara,
Francis J. McNaMARa,
Deputy Alien Property Custodian.
Harry LeRoy Jones,
Harry LERoOY JONES, ,
Chief, Alien Property Litigation Unit,
War Division, Department of Justice.
Raoul Berger,
RaouL BERGER,
General Counsel to the
Alien Property Custodian.
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EXHIBIT A
AP 527

E. Merck aND MERrck & Co., Inc.
TREATY AGREEMENT
Dated Nov. 17th, 1932
Duplicate Original

AGREEMENT made this 17th day of November 1932,
by and between E. MERCK, an open copartnership with
its prineipal office and place of business in Darmstadt,
Germany, and MERCK & C€O., INC., a corporation
orgamzed and existing under the laws of the State of
New Jersey, with its principal office and place of busi-
ness at Rehway, New Jersey, WITNESSETH :

MERCK & CO., INC., has heretofore succeeded to
all the business and property, together with the good
will conneeted therewith, of an agency established by
E. MERCK for the sale of products under the trade
name “MERCK’’ in the United States and Canada.

The parties hereto for many years have carried on
their respective businesses and trade and each has
established a good will in connection therewith. The
business of Merck & Co., Inc., and its use of the word
“Merck’’ in connection therewith has been almost ex-
clusively confined to the United States, its territories
and dependencies (the word ‘‘territories’’ wherever
used herein meaning Alaska and Hawaii and the word
¢‘dependencies’ wherever used herein meaning Porto

(13)
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Rico, Virgin Islands, the Panama Canal Zone, Samoa,
Guam, and the Wake and Midway Islands) and
Canada, while the business of E. Merck and its use of
the name ‘“Merck’ has been almost exclusively con-
fined to the remainder of the world, except that both
parties have business in Cuba, the West Indies, and
the Philippine Islands (said Philippine Islands, while
dependencies of the United States, are not included
in the definition of that werd as used herein) in con-
nection with which they have used the word ‘‘Merck.”
The parties hereto have carried on their respective
businesses under conditions of mutual cooperation and
respect for the rights of the other and they desire to
confirm and establish covenants and principles of
mutual cooperation and helpfulness in carrying on
their respective businesses.

NOW, THEREFORE, the parties hereto hereby
mutually agree as follows:

1. E. Merck recognizes and confirms the right of
Merck & Co., Inc., to the exclusive use of the word
“Merck’ in the United States, its territories and
dependencies, and Canada, and the right to use said
name jointly with E. Merck in Cuba, the West Indies,
and the Philippines, whether said word ‘“Merck” is
used alone or in conjunction with or combination
with any other word or in connection with any patent
or trade-mark or in any other way.

2. Merck & Co., Inec., recognizes and confirms the
right of E. Merck to the exclusive use of the word
““Merck’ in the entire world, except the United States,
its territories and dependencies, and Canada, and ex-
cept in Cuba, the West Indies, and the Philippine
Islands, where Merck & Co., Inec., recognizes the right
of E. Merck to use said name jointly with Merck & Co.,
Ine. The right of E. Merck to use the name ‘“Merck "’
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as herein recognized and confirmed by Merck & Co.,
Inc., means the right to use said name alone or in con-
junction with or combination with any other word
or in connection with any patent or trade-mark or in
any other way.

3. In case of the merger, consolidation, or trans-
fer of assets by either party, the merged or consoli-
dated corporation or transferee shall succeed only to
such rights to use said work ‘“Merck’ as are expressly
herein recognized and confirmed in the party hereto
which so merges, consolidates, or transfers its assets.

4. In case of the abandonment of the use of the
word ‘“Merck’ by either party as a result of merger,
consolidation, or transfer of assets or otherwise, the
other party hereto shall thereafter have an unre-
stricted right to use the name in any part of the world.

5. Either party developing a specialty (hereinafter
called the “grantor’’) shall, except as provided in the
last sentence of this paragraph and except in so far as
such grantor is prevented by agreements heretofore
or hereafter entered into with inventors or other
parties having rights acquired prior to or simultan-
eously with the acquisition by the grantor of its
rights therein, offer to the other party hereto (here-
inafter called the ‘‘grantee’”) the first right for the
sole distribution and/or exclusive manufacture of such
specialty in the territory in which the grantee has the
exclusive right to use the name ‘““Merck’ as herein-
above set forth. In case such offer is accepted, during
the first fifteen years after such acceptance, the net
profits resulting from the sale of such specialty shall
be divided equally between the parties hereto. Said
net profits shall be determined by taking the difference
between the invoice proceeds on the one side and on
the other side the total of manufacturing and adver-
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tising expenses, inventor’s royalties and a selling
commission of 15% to the grantee. In case any loss
is incurred in connection with the sale and/or manu-
facture of such specialty by the grantee, the grantee
shall first be reimbursed for said losses out of future
profits before any such profits shall be divided here-
under, it being distinetly understood and agreed, how-
ever, that the grantor shall, at no time, be responsible
for such losses or any part thereof. After the ex-
piration of such fifteen-year period, the grantor shall
be entitled to receive only 25% of the profits there-
after resulting from the sale of said specialty, which
latter participation of profits shall continue in per-
petuity thereafter. The preferential right to market
specialties under the provisions hereof is at all times
subject to obligations which the grantor may be under
to third parties under contracts heretofore made
whereby such third parties have preferential rights
with respect to the marketing of specialties within
territories specified in such contracts.

6. The parties hereto agree to a mutual exchange of
information and experience regarding the processes
for the manufacture of products now manufactured
by both parties, as well as improvements on and tech-
nical completion of such processes, but neither party
hereto shall be required to give to the other any
information or experience in violation of the terms
of any agreements heretofore or hereafter entered into
with inventors or other persons who acquired rights
with respect to such process or with respect to such
improvements on or technical completions of the same,
prior to or simultaneously with the acquisition of such
information or experience by the party hereto. A list
of products manufactured by both parties and to
which the foregoing obligation applies is attached
hereto and made a part hereof. All information of
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one party regarding such processes or improvements
shall be made available to the other without compen-
sation, except in instances where the exchange results

- in substantial advantages to the party receiving the
information, in which case, the party furnishing the
same shall be entitled to appropriate compensation.
Such compensation shall be agreed upon between the
parties hereto but, in case of their failure to agree,
the amount thereof shall be determined by arbitrators,
each party to select one arbitrator and the two so
selected to choose a third and the decision of such
arbitrators or a majority of them shall ke final and
binding upon the parties hereto. As to processes for
the manufacture of produects not on the list attached
hereto but which may now or hereafter be manu-
factured by one of the parties hereto, the other party
shall have a right to acquire such process from the
one having the same (excepting always where such
party is prevented from granting such right by reason
of obligations to third parties entered into prior to
or simultaneously with the acquisition of the rights
therein by the party hereto) providing the parties
hereto can agree upon the scope of the use of such
process and the compensation to be paid therefor and,
in any event, upon the same terms upon which the
party having such process is willing to sell o1 convey
the right to use the same to third parties. In case
of a merger, consolidation, or transfer of assets by
either of the parties hereto, the obligations contained
in this paragraph 6 shall terminate and cease.

7. The parties hereto agree that, so far as possible,
they will, through reports, keep each other fully
advised with respect to raw materials, conditions of
markets, inventions, and other general information
which, in the opinion of either party, may be useful
to the other in the carrying on of their or its business.

671084—45—3
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8. Insofar as it recognizes and confirms exclusive
rights to the use of the name ‘‘Merck’ this agree-
ment protects the good will of the parties hereto in
their respective businesses and is in perpetuity. KEx-
cept where a different term has been specifically pro-
vided in this agreement, the term of this agreement
and all obligations hereunder, shall continue for a
period of fifty years from the date hereof, except in-
sofar as the same may be terminated in whole or in
part by mutual consent. Any future agreements be-
tween the parties hereto made pursuant to the terms
of this agreement shall continue for such period of
time as is provided therein, irrespective of the term
of this agreement. '

9. It is mutually agreed that in the event that
either party hereto institute against the other party
any legal proceedings of any nature whatsoever upon
a cause of action based upon, arising out of, or in any
way connected with the terms, covenants and condi-
tions of this agreement, the party against whom such
proceedings are brought, hereby agrees to accept
service of process or any other papers necessary to be
served to institute such proceedings, and any of the
partners of E. Merck, or any of the officers of Merck
& Co., Inc., are hereby authovized to accept service
of such process or other papers. It is further agreed
that, in the event that Merck & Co., Inc., shall institute
any such legal proceedings against E. Merck, such
proceedings shall be brought only in a court of compe-
tent jurisdiction in Germany, in the district in which
the partnership of E. Merck has their principal place
of business, and in such an event, the interpretation
and construction of the terms of this agreement and
the rights and liabilities of the parties, arising there-
from, as well as their remedies, shall be governed
and determined solely in accordance with the law of
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Germany. In the event that E. Merck shall institute
any such legal proceedings against Merck & Co., Inc.,
such proceedings shall be instituted only in a Court
of competent jurisdiction of the State of New Jersey,
or the United States District Court for the District
of New Jersey, and in such event the interpretation
and construction of this agreement, and the rights
and liabilities of the parties arising therefrom, as
well as their remedies, shall be governed and deter-
mined solely by the laws of the State of New Jersey.

IN WITNESS WHEREOPF, this instrument has been
executed on behalf of E. MERCK, party of the first
part, by a member of the firm under his hand and seal,
and MERCK & CO., INC,, the party of the second part,
has caused this instrument to be signed by its duly
authorized officers and its corporate seal to be hereunto
affixed the day and year first above written.

E. MERCK,
By D. KarL MERCK, A member of the firm.

Merck & Co., INc.,
By Grorge W. MERCK, Pres’t.

Attest:

Oscar R. Ewing, Secretary.
Merck & Co., Inc.

Corporate
Seal
1927

New Jersey
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Processes OPERATED BY MERCK & Co., INC. AND
E. MERCK, DARMSTADT

Acetamide

Acid Benzoic Reagent

Acid Chromic

Acid Hydriodie

Acid Hydrobromic

Acid Hydrocyanic

Aecid Hypophosphorous

Acid Todic

Acid Todic Anhydride

Acid Meconic

Acid Ozxalic C. P. & Re-
agent.

Acid Silicic C. P.

Acid Sulphanilic C. P.

Acid Sulphoecarbolic

Acid Sulphosalicylic

Acid Sulphuric Aromat-
“ic U. 8. P.

Aluminum Acetate So-
lution N. F.

Aluminum Nitrate C. P.

Aluminum Phosphate

Aluminum Sulphate
N.F.V.&C. P.

Ammonium Acetate

Ammonium Benzoate

Ammonium Chloride
U.S. P, C P. & Re-
agent.

Ammonium Chromate

Ammonium Citrate

Ammonium Dichromate

Ammonium Jodide

Ammonium Nitrate,
Pure, C. P. & Reagent

Ammonium Oxalate

Ammonium Phosphates
N.F, C. P. & Reagent

Ammonium Salicylate

Ammonium  Sulphate,
Pure, C. P. & Re-
agent

Ammonium  Sulphide,
Solution

Ammonium Tartrate

Amyl Nitrite

Amyl Salicylate

Aniline Hydrochloride

Aniline Sulphate

Antimony Chloride So-
lution

Antimony Sulphurated

Apiol Fluid Green

Apomorphine Hydro-
chloride

Arsenic Chloride (ous)

Arsenic Todide (ous)

Barbital

Barbital Sodium

Barium Acetate _

Barium Carbonate Pure
Precip. C. P. & Re-
agent

Barium Chloride C. P.
& Reagent

Barium Chromate



Barium Nitrate C. P. &
Reagent

Barium Sulphate C. P.
Benzene C. P. & Rea-

gent
Benzylsuccinate
Bismuth Betanaphthol
Bismuth Chloride
Bismuth Citrate
Bismuth Hydroxide
Bismuth Nitrate
Bismuth Oxychloride
Bismuth Oxyiodide
Bismuth Salicylate
Bismuth Subbenzoate
Bismuth Subcarbonates
Bismuth Subgallate
Bismuth Subnitrates
Bismuth Subsalicylate
Bismuth Tannate
Bismuth & Ammonium
Citrate ‘
Blaud’s Mass Powder
Cadmium Acetate
Cadmium Bromide
Cadmium Carbonate
Cadmium Chloride
Cadmium Jodide
Cadmium Nitrate
Cadmium Sulphate
Caffeine Citrated
Caffeine Sodium Ben-
zoate
Caffeine Sodium Sali-
cylate
Calamine Prepared
N. F.
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Calcium Acetate

Calcium Carbonate C.
P. & Reagent

Caleium Chloride An-
hydrous C. P. & Rea-
gent

Calcium Chloride Crys-
tals Pure & C. P.

Calcium Chloride
U.S. P.

Calcium lodide

Calcium Lactate Dried
Calcium Lactophos-

phate

Calcium Nitrate Pure &
C. P. :

Calcium Sulphate C. P.

Calomel

Calomel Special Fine

Camphor Monobro-
mated

Carlsbad Salt Artificial
N. F.

Chlorbutanol

Chromium Salts

Cocaine & Salts

Codeine & Salts

Colchicine

Colchicine Salicylated

Congo Paper

Copper Acetate C. P. &
Reagent

Copper Aluminated

Copper Bromide

Copper Chloride C. P. &
Reagent

Copper Iodide



Copper Nitrate

Copper Oxide Black

Copper Sulphate U. S.
P, C. P. & Reagent

Copper Sulphate Anhy-
drous C. P.

Copper & Ammonium
Chloride

Corrosive Sublimate

Cuprex

Dextrose C. P. Anhy-
drous

Dextrose Solution Ster-
ilized in ampules

Digitan Powder, Tab-
lets & Tincture

Dionin

Emetine & Salts

Eschka’s Mixture

Eserine Salicylate

Ethyl Bromide C. P.

Ethyl Todide

Ethyl Nitrite

Fibrolysin

Gold & Sodium Chlo-
ride

Homatropine & Salts

Hydrastine & Salts

Hydroalcoholic Extract
of decocainized coca
leaves

Todine Resublimed
Cryst. & Granular

Todine Trichloride

TIodoform
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Ipecae & Opium Pow-
der

Iron Acetate (ic) basic
& Solution

Iron Bromide

Iron Carbonate

Iron Citrate Secales &
Pearls

Iron Dialyzed

Iron Hypophosphite

Iron Todide (ous)

Iron Todide Saccha-
rated

Iron Todide Syrup

Iron Nitrate Ferric

Iron Oxalate Ferric

Iron Oxalate Ferrous

Iron Oxide Brown Pre-
cipitated

Iron Oxide Red Sac-
charated '

Iron Peptonized

Iron Phosphate (fer-
ric) Soluble Scales &
Pearls

Iron Phosphate
rous

Iron Pyrophosphate
Soluble Scales &
Pearls

Iron Succinate

Iron Sulphate Ferrie
Powder & Solution

Iron Sulphate Ferric
Basic & Solution

Fer-



Iron Sulphate Ferrous
Gran. U.S.P. & C. P.

Iron Sulphate Ferrous
Dried U. S. P.

Tron & Ammonium Ci-
trate Brown Scales &
Pearls

Iron & Ammonium Ci-
trate Green Scales &
Pearls

Iron & Ammomum Ox-
alate

_Iron & Ammonium Sul-
phate, Ferric

Iron & Ammonium Sul-
phate, Ferrous

Iron & Potassium Ozx-
alate

Iron & Potassium Tar-
trate

Iron & Quinine Citrate
Scales & Pearls

Iron & Sodium Oxalate

Lead Acetate Reagent

Lead Chloride

Lead Chromate C. P.

Lead Iodide

Lead Nitrate

Lead Subacetate Solu-
tion U. 8. P.

Lead Sulphate C. P.

Lime Todized

Lithium Benzoate

Lithium Chloride

Lithium Citrate
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Lithium Todide

Lithium Nitrate

Lithium Salicylate -

Lithium Sulphate

Litmus Paper Red &
Blue

Magnesium Bromide

Magnesium Carbonate
Heavy

Magnesium Chlorlde

Magnesium Citrate Solh
uble

Magnesium Nitrate C
P. & Reagent

Magnesium Oxide
Heavy

Magnesium Phosphate
Di & Tribasic

Magnesium Salicylate: .

Magnesium  Sulphate
Dried

Magnesium & Sulphate
Reagent

Magnesium & Ammo-
nium Phosphate
Manganese Carbonate
Manganese Chloride
Manganese Citrate Sol-
uble
Manganese Hypophos-
phite
Manganese
Crystals
Mercurial Ointments U.
S. P,

Sulphate



Mercury Redistilled U.
S. P, C. P. & Rea-
gent

Mercury Acetates

Mercury Ammoniated

Mercury Bisulphate

Mercury Bromide

Mercury Cyanide

Mercury Iodides

Mercury Mass U. S. P.

Mercury Nitrates

Mercury Oleate (25%)

Mercury Oxides

Mercury Salicylate

Mercury Succinimide

Mercury Sulphide
Black

Mercury Sulphecyanate

Mercury with Chalk
U. S. P.

Methyl Iodide

Methylene Todide

Methyl Salicylate

Morphine & Salts

Narceine & Salts

Narcotine & Salts

Nickel Chloride C. P.

Oil Ethereal N. F.

Opium Alkaloids

Opium Medicinal

Opium Extract N. F. V.

Papaverine & Salts

Peroxoids

Phenobarbital

Phenobarbital Sodium
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Phenylhydrazine Hy-
drochloride
Pilocarpine Salicylate

Platinic Chloride Solu-
tion

Potassa Sulphurated

Potassium Acetate

Potassium Acid Phthal-
ate

Potassium Arsenate
Monobasic

Potassium Arsenite
Powder & Solution

Potassium Bisulphate

Potassiumm  Carbonate
U. S. P.

Potassium Chromate
Yellow C. P. & Rea-
gent

Potassium Citrate

Potassium  Dichromate
C. P. & Reagent

Potassium Todate

Potassium Todide

Potassium Nitrate Rea-
gent

Potassium Oxalate Rea-
gent

Potassium  Phosphate
mono and dibasic

Potassium Sulphocya-
nate C. P. & Reagent

Quinhydrone

Sodium Arsenate

Sodium Arsenite



Sodium Bisulphate

Sodium Carbonate An-
hydrous Pure & C. P.

Sodium Chromate
Dried

Sodium Citrates

Sodium Formate

Sodium Hydroxide with
Lime

Sodium Todate

Sodium Todide

Sodium Malate

Sodium Nitrate Rea-
gent

Sodium Nitrite U. S. P.

Sodium Oleate Acid
Mass

Sodium Phosphate Di-
basic Anhydrous Rea-
gent

Sodium Phosphate Di-
basic large crystals

Sodium Phosphate
Monobasie

Sodium Pyrophosphate

Sodium Stearate

Sodium Succinate

Sodium Sulphate U. S.
P., C. P. & Reagent

Sodium Sulphate An-
hydrous Pure, C. P. &
Reagent

Sodium Sulphide Pure,
C. P. & Reagent

Sodium  Sulphoearbo-
late
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Sodium Sulphocyanate

Sodium Tetraiodophe-
nolphthalein

Sodium Tungstate Rea-
gent

Sodium & Ammonium
Phosphate

Spirit Ether Compound

Starch Todized

Starch Soluble

Strontium Acetate

Strontium Chloride

Strontium Iodide

Strontium Lactate

Strontium Nitrate C. P.

Strontium Salicylate

Stypticin & Tablets

Sulphur Todide

Tannaform

Thebain & Salts

Theobromine Salicylate
True Salt

Theobromine  Sodium
Acetate

Theobromine  Sodium
Salicylate

Thiosinamine

Thymol Todide

Tin metal—granular

Tin Chloride (ous) C.
P. & Reagent

Tineture Ferrie Chlo-
ride

Tincture Ferric Citro-
chloride

. Tincture of Jodine



Traumaticin
Tropococaine  Hydro-
chloride
Tropococaine  Hydro-
chloride Solution in
Ampules

Veronal Powder & Tab-
lets

26

Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 40 of 123 PagelD: 137

Zine Metal Mossy, Shot
& Sticks

Zine Bromide

Zine JTodide

Zine Nitrate

Zine Stearate

Zine Sulphocarbolate
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EXHIBIT B
License

LICENSE, granted this -- day of ______ , 19__, by
MERCK & CO., INC., a corporation organized and exist-
ing under the laws of the State of New Jersey, and
having a place of business at Rahway, New Jersey
(hereinafter referred to as LICENSOR), to_________
__________________ , a corporation organized and ex-
isting under the laws of the State of ___________ , and
having a place of business at _____.______ (herein-
after referred to as LICENSEE),

WHEREAS, LICENSOR is the owner of record of
the entire right, title and interest in and to the following
United States Patent(s): Patent No. ______. Date
Granted —_____. Inventor ___________. Title here-
inafter referred to as the Patent(s);

WHEREAS, LICENSOR is required, by the terms of
the decree in the case of United States v. Merck & Co.,
Inc., et al (No. 3159), entered October __, 1945, in the
Distriet Court of the United States for the District of
New Jersey, to issue to any applicant making written
request therefor, a royalty-free, nonexclusive license
under said Patent(s) in accordance with the terms of
said decree;

WHEREAS, LICENSEE desires a royalty-free, non-
exclusive license under said Patent(s) in accordance
with the terms of said decree and has made written re-
quest therefor.

NOW, THEREFORE, pursuant to said decree and
the foregoing:

(27)
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1. LICENSOR grants to LICENSEE a nonexclusive
License under said Patent(s), including all continu-
ances, renewals, reissues, or extensions thereof, with-
out royalty or charge of any kind therefor, and with-
out any condition or restriction whatsoever, to make,
use, and sell the inventions claimed in said Patent(s),
for the life of said (Patent(s) respectively.

2. LICENSOR also grants to LICENSEE, to the
extent that LICENSOR has or acquires the power to do
so, a grant of immunity under foreign patents corre-
sponding to the United States Letters Patent licensed
hereunder to import into, and to sell and to use, and to
have imported into, sold or used, in any country any
products made under this License in the United States.

3. This License is granted without any implied
covenants, warranties, representations, licenses, or im-
munities of any kind on the part of the LICENSOR and
without any admission on the part of the LICENSEE
as to the enforceability, validity or scope of, or the
title to, any of said Patent(s) herein licensed.

IN WITNESS WHEREOF, the LICENSOR has
executed this License as of the day and year first above
written, and the LICENSEE has accepted the same as

indicated hereon.
Merck & Co., Inc,

Attest:
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EXHIBIT C
SUBDIVISION 1

UNITED STATES LETTERS PATENT OF MERCK & CO., INC.

Patent Patent Patent Patent

number number number number
2,021,872 2,135, 521 2,186, 810 2, 248,155
2, 044, 800 2,158, 591 2,192, 204 2, 252, 709
2, 044, 801 2, 155, 446 2,198, 628 2, 261, 608
2,049, 442 2,157,137 2, 205, 448 2, 267,313
2,072,913 2, 158, 091 2, 207, 768 2,272,198
2, 088, 580 2,158, 098 2, 209, 769 2,287,042
2,089, 187 2,162, 737 2, 218, 574 2, 287, 847
2,108, 272 2, 163, 594 2,224,174 2, 296, 709
2,104,726 2,163, 643 2, 224, 865 2, 306, 093
2,104, 738 2,164, 316 2, 226, 528 2, 306, 765
2,104, 753 2, 168, 379 2, 228, 262 2,307, 084
2,118,054 2,176,113 2, 232, 699 2, 372, 690
2,123,217 2,176, 894 2,232,712 2, 376, 984
Application
2,128, 731 2,184, 964 2, 247, 364 { SN380, 668

2,133, 999 2, 185, 237 2,248,078

Susprvision 2

Upon the expiration of one year and five days from
the date of the entry of this decree in the Office of the
Clerk of the District Court of the United States for
the District of New Jersey, United States Letters
Patent Number 2,333,535 shall be deemed to be listed
in Subdivision 1 of this Exhibit C.

(29)
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SUBDIVISION 3

ABANDONED APPLICATIONS FOR UNITED STATES LETTERS
PATENT OF MERCK & CO., INC.

mslglgér Date filed Inventors

6,482 | Feb. 14,1935 | Engels Weijlard.
24,908 | Jun. 4,1935 | Wallis Fernholz.
30,149 | Jul.  6,1935 | Wallis Fernholz.
34,249 | Aug. 1,1935 | Wallis Fernholz.
44,469 | Oct. 10,1935 | Fernholz.

52.274 | Nov. 29,1935 | Stevens Zellner.

96,650 | Aug. 18,1936 | Stevens Jackson Engels.
98,404 | Aug. 28,1936 | Engels Schnellbach.
113,107 | Nov. 28,1936 | Cook.
116, 645 | Dee. 18,1936 | Engels Stevens.
146,590 | Jun. 5,1937 | Bliss Moran.
154,282 | Jul. 17,1937 | Yackson.
154,754 | Jul. 21,1937 | Weijlard Folkers.
154,755 | Jul. 21,1937 | Folkers Major.
155,010 | Jul. 22,1937 | Major Folkers.
1€1,762 | Aug. 31,1937 | Major.
164,876 | Sept. 21,1937 { Major Zellner.
178,529 | Nov. 8,1937 | Engels Weijlard.
180,142 | Dec. 16,1937 } Major Jackson.
180,143 | Dec. 16,1937 | Folkers.
918,163 | Jul.  §,1938 | Burnham Engels Lauer.
228,402 | Sept. 83,1938 | Stiller.
233,412 | Oct. 5,1938 | Folkers Major.
247,478 | Dec. 23,1638 | Keresztesy Stevens.
247,430 | Dec. 23,1938 | Keresztesy Stevens.
267,601 | Apr. 13.1939 | Harris.
267,602 | Apr. 13,1939 | Harris.
267,603 | Apr. 13,1939 | Harris.
267,618 | Apr. 13,1939 | Stiller.
320,634 | Feb. 24,1940 | Van de Kamp Miller.
320,636 | Feb. 24,1940 | Tishler Wellman.
322,804 | Mar. 7,1940 { Stiller Keresztesy Finkelstein.
327,993 § Apr. 5,1940 | Tishler.

. Upon the revival or renewal of any application for
a patent listed in this subdivision 3 by, or on behalf
of, defendant Merck & Co., Inc., such application shall
be deemed to be listed in subdivision 1 of this Ex-
hibit C.
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EXHIBIT D
SusBDpIVISION 1

The following United States Letters Patent and
active applications for United States Letters Patent
have been vested in the Alien Property Custodian by
Vesting Orders Nos. 68, 661, 1249, and 5251.

Patent Patent Patent Patent

number number number number
1, 894, 162 2,145, 249 2, 190, 167 2,245, 147
1,935, 529 2, 145, 907 2,190,377 2, 250, 925
1,941, 647 2,149, 278 2,212, 531 2, 259, 936
2,078, 237 2, 160, 867 2,212, 532 2,274, 449
2, 085, 009 2,163, 626 2,221,828 2, 289, 761
2, 086, 562 2,170,127 2,229, 573 2, 296, 677
2, 094, 000 2,176, 063 2,220, 574 2,343,773
2, 098, 954 2,182,791 2,230, 659 2, 345, 605
2,114, 306 2,182, 792 2, 235, 638 2,354,317
2,119, 527 2,183, 553 2, 235, 661 2, 358, 286
2,127, 547 2,189, 778 2, 235, 862 2, 358, 287
2,133,977 2, 189, 830 2,235,884 2, 859, 311
2, 370,015
Applications
SN 331,454,
346,569,

877,673.

SUBDIVISION 2

The following abandoned applications for United
States Letters Patent have been vested in the Alien
Property Custodian by Vesting Orders Nos. 68 and
5251.

Aﬁgig{l‘r Date filed Inventors

49,822 | Nov. 14,1935 | Dalmer, Diehl & Pieper.
171,480 | Oct. 28,1937 { Dalmer, Diehl & Pieper.
227,388 | Aug. 29,1938 | Thiele.

256,387 | Feb. 14,1939 | Rapp & Russow.
266,140 | Apr. 5,1939 | Von Werder.
304,389 | Nov, 14,1939 | Von Werder,
308,827 | Dec. 12,1939 | John.

344,564 | July 9,1940 | Zima & Jung.
346,568 | July 20,1940 | Zima & Jung.
373,603 | Jan. 8,1941 | Von Werder,
375,363 | Jan. 21,1941 | Ritsert.

387,542 | Apr. 8,1941 | Zima.

403,046 | July 18,1941 | Von Keussier.

(81)
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[sEAL]
EXHIBIT E
Orrice oF ALEN ProPERTY CUSTODIAN
WASHINTON

ParENT LICENSE

The ALTEN PROPERTY CUSTODIAN, Licensor,
acting under the authority of the President of the United
States, pursuant to the Trading with the Enemy Act,
as amended, and Executive Order No. 9095, as
amended, and pursuant to law, HEREBY GRANTS TO
________________________________________ , Licensee,
THIS LICENSE, effective from the date hereof, to
make, and sell each of the inventions covered by the
____________________ ( ) vested United States

(Number of items)

patents and/or applications for United States patents
listed in Schedule A and under the ‘“Terms and Con-
ditions,”” both appended hereto and made a part
hereof.

Signed at Washington, District of Columbia, this
______ day of - __________ 194__.

James E. Markham,
JamEs E. MARKHAM,
ALIEN PROPERTY CUSTODIAN, LICENSOR.
By :
Chief, Division of Patent Administration.
, Chief, Licensing Section.
(32)
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TrerMS AND CONDITIONS

SectioN 1. Extent of Grant.—This license is roy-
alty-free, nonexclusive and nontransferable. It does
not confer on the Licensee any right to grant sub-
licenses and cannot be pledged or encumbered except
with the written consent of the Custodian. FEach
patent, patent application, and patent issuing upon
such patent application (all hereinafter referred to
by the word ‘‘patent’”) hereby licensed has been vested
as the property of a national of a designated enemy
country and is licensed for the remaining life of the
patent beginning with the effective date of this license,
unless this license is earlier terminated either in its
entirety or as to any specific patent listed in Schedule
A, as herein provided.

Secrion 2. Inventions of Licensee—This license
does not confer upon the Custodian any rights to or
under any invention or patent of the Licensee, past,
present, or future.

SectioN 3. Title and Defenses—(a) The Custodian
will defend to the full extent of his legal power his
authority to issue this license, to vest the licensed
patents, and to cut off the rights of the former enemy
owners, in any litigation brought against the Licensee,
or arising under this license, where the title or au-
thority of the Alien Property Custodian is drawn
into question.

The patents covered by this license were vested by
the Custodian in the interest of and for the benefit
of the United States, and this license is granted by
the Custodian, under the direction of the President,
in the interest of and for the benefit of the United
States under the authority of and in furtherance of
the purposes of §5 (b) of the Trading with the
Enemy Aect, as amended [§ 301, First War Powers
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Act, 1941; 50 U. S. Code, App §5 (b)]. This license
shall be deemed to be an ‘‘instruction or direction’
that the licensed patent may be used as provided
herein, within the meaning of that portion of {5 (b)
which provides that

no person shall be held liable in any court for
or in respect to anything done or omitted in
good faith in connection with the administra-~
tion of, or in pursuance of and in reliance on,
this subdivision, or any rule, regulation, in-
struction, or direction issued hereunder.

The Licensee shall promptly notify the Custodian in
writing of any claim or demand made upon, or suit
threatened or brought against, the Licensee, which is
in any way related to this license.

(b) In any suit or proceeding brought against the
Licensee by a former enemy owner of a licensed pat-
ent, the Licensee may make any and all defenses
which would be available had this license not been
granted.

(e) This license is not a warranty that the manu-
facture, use, or sale of any licensed invention does not
infringe valid patents or persons not party hereto.

(d) This license does not confer upon the Licensee
any license, implied or otherwise, under any unexpired
patent not included in Schedule A, regardless of the
ownership of such patent.

SECTION 4. Reports—The Licensee shall keep a
record of and shall report to the Custodian the char-
acter and extent of his utilization of each licensed
patent, including the kind and quantity of produets
(if any) made, used, or sold under such licensed pat-
ent. If there has been no manufacture, use, or sale,
such reports shall set forth the manner in which and
extent to which this license has been or in the
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Licensee’s opinion will be useful to the Licensee.
The Custodian, upon request in writing by the
Licensee and upon a showing that reports under in-
dividual patents are not feasible, may authorize the
Licensee to make group reports with respect to such
patents as cannot feasibly be reported individually.
Unless otherwise directed by the Custodian such re-
ports shall be made for the calendar year and sub-
mitted not later than January 31st of the following
vear. Where governmmental war secrecy provisions
prevent the making of reports required by this sec-
tion, the Custodian may direct that such reports be
submitted after the war.

Sreriox 5. Limetations on Use—No licensed pat-
ent shall be used in furtherance of any unlawful cartel
or combination or in any other way which is contrary
to the laws of the United States.

Secrtox 6. Termination’—(a) The Custodian re-
serves the power to take such action as the national
interest requires, including suspension or cancellation
of this license if he determines it to be necessary.
The Custodian will not canecel this license except after
notice and opportunity for hearing.

(b) If an interest in a licensed patent adverse to
that of the Custodian shall be established the Cus-
todian may at his option terminate or renegotiate this
license after notice to the Licensee.

(¢) This license may be surrendered by the Licensee
either in its entirety, or as to any patent listed in
Schedule A, by returning it to the Custodian with
written request for such cancellation or modification.

* Subject to the terms and provisions of the judgment entered
October 6, 1945 in the District Court of the United States for the
District of New Jersey in Civil Action No. 3159, entitled United
States of America and Alien Property Custodian v. Merck & Co.,
Ine. et al.
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(d) Termination of this license under par. (a), (b),
or (¢) of this section shall not relieve the Liecensee
from making reports as required by Section 4, up to
the date of termination.

SecTiON 7. Notice~—Any notice in writing required
hereby in connection with this license shall be given
to the Custodian at Washington, D. C., and to the
Licensee at the address shown upon this license unless
a change of such address has been noted upon the rec-
ords of the Custodian at the request of the Licensee.
Notice of hearing, or of termination, or requests by
the Licensee for cancellation or modification shall be
sent by registered mail.
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Licensee . _________ License No. . ________
SCHEDULE A
;astgpigllgg: Inventor and title of invention I%ﬂg:g?té” oXiees:iI?I% !

(37) U.8. GOVERNMENT PRINTIKG OFFICE: 1948
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EXHIBIT B
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Civil sction No. 3159
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I THE DISTRICT COURT OF THE UNITED STATES
) FOR THz DISTRICT OF NE# JERSEY

- ————— - o ———

UNITED STATES OF AMERICA, PLAINTIFF

MERCK & €O., INC., PO.ERS-WEIGHT..AN-ROSENGARTEH COKPORATION,
and GEORGE %. LiZRCK, DEFE:DANTS

2
5%
% %
> U A
LE? COMPLAINT
)
)
P
%
Y, A
X’
%<,
Cn : HERBERT A. BERHAN
“x O, PATRICK A. GIBSON
o g: ) HAROLD L. SCHILZ
'(,20 g Special assistants to the attorney
A- _ General
FRANCIS BIDDLE
httorney General
WEl'JELL BERGE
Assistant attorney General
CHARLES M. PHILLIPS
United States Attorney
} Conplaint filed October 23, 1443 '
RETURY

DA
NISTR TVE SECTIAM
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IN THE DISTRICT COURT OF THE UWITED STATFS

Pl

;0 BOR T DISTRICT OF WD JERSEY ,
UNITED, STATES OF AMERICA,.. .. it - . ; S s
Plaintiffi, ..) G
) Complaint.
)
v. ) Clvil wo.
) LT LAy .
MERCK & CO., IWC., POWERS-WEIGHTMAN- )
ROSENGARTTW COQRPORATION; and e )
GEORGE W. MERCK, g
SR ‘Défehdeﬁts.. )

- LN

v To the Honorable the Jques of the Dlstrlct Court of the United States

for the D1str1ct of lew Hersey. ’ e ;

‘ The United States of Amerlca, Seeklng euuitdble rellef by its attorneys
Herbert A. Berman, Patrlck A Gibson, and Harold L uChllZ bpecial A351stants
to the Attorney General actlng under the direction of the Attorney General

files this complaint against the defendants and complains and alleges upon
S i
information and belief as follows:

L T T SN PR Tk S

I, . JURISDICTION, AND VEWUE . ... e

1. This complalnt is flled and thls actlon is 1nstituted a'ainst the
defendants under Seotlon h of the Act of Congress of Julj 2 1390 C. 6&7,

-' o
s tuo e :

26 otat. 209, as amended, entltled "An Act to Protect Trade and Commerce
. doept
against Unlawful Restraints and OnOpOlleS," co"monly known as the "Sherman

P VN te (R P
da b g s [ARTRTTIL N SRR N

» Antitrust .ot 1n order to prevent ‘and restrain contlnulng violatlons by
defendants, as hereinafter alleged of bection l oi the Sherman Antitrust

n VLT RIS S B TP P
Sendoa o0 U S E ?

Act.
2.  The défendants are inhabitants of the District.of New Jersey.

II. DESCRIPTION OF Ux:F:J'DA.JTb '
' 3. The defenaant uerck & bo., Inc. (herelnafter referred to as

defendant iferck) is a oorporation organized and: existing unuer -the laws of

1 {Over)
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e tiwee Sh .
the State of New Jersey, with itg principal:offive at 126 Lincoln avenue,
Rahway, New Jersey.
L. The defendant Powers-i.eightman~ilosengarten Corporatlon (herelnaibe

referred to as P-W-R) is a corporatlon organized and exlstlng under the laws
of the btate of Few Jersey, having 1ts pr1ncioal office at 126 Lincoln

o

Avenue, Ruhway, ew Jersey. The saldfcorporatlon is a wholly-ovmed subsi-~

.
i
\

diary of uéféndéni Merck.
5. The defendant George V. Meréﬁ hés been and-is.président'and a’
member of the Board of Directors of de&endant;uercki< His business address
~is 126 Lincoln Avenue, Rahway, Wew Jersey; aﬁd ﬁe'resides at R. F. D. 129,
West Orgnge K. J., w1th1n the Dlstrlct of X ew Jersey. ‘He has participatéé
and now pdrtl»lpdtes 1n the ulrectlon ana runagement of defendants”* Menck’ ‘
and P-W-R and has approved, authorl?eu ordered, and done some or all of the
acts hereln allebed to have been perfovned by uefendants merck and P-Wi-R )

and constltutlng the v1olat10ns of 1aw herein. complalned of "

III. THE CO~COdeI“AFUNQ

6. The following are not made uefendants, but are herein named as
co-conspirators in the unlawful conspiracy‘ﬁéreinafter alleged:
B, Merck a partnershlp tradlng and doanb husiness undet

fhat ndne anu stjle in Durmstadt Qermqnya(herelnaiter'referred o
. i i

to as herck-Darmstadt),_

METEH B

Dr. Karl derck, a nwmbcr of the foregoing firmy . Loew,

. .
w3 gt

a dlrector thereof and Bernhard Piotenhauer, a.member o

RERTRR!
g REETS

representetlve thereof

T
.,»: s

I PR
. et e ol
SN T

Those corporations, now dissolved, hereinafter described

and designated as MerCK & Lo. of New . York, Merék & Coi, Inc.,

e Thy M S

and the merck Corporatlon. .
IV. TRADE ABD CO.MENCE OF DEFERDAHTS -

7. Defendant Merck-manufabthreé:éhémiééis'énd pharmaceuticals for
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‘Canada,. RSN SR el

mediéinai’ ‘and Hiousehold: purposes. . It ‘also produces mdustrial chem:.cals
[as ._-..A TR (4 '_‘.u::’

including photographic, laboratory and analytical chemlcals and agrlcul-

- LR IR Y KT

tural Speclalties. About 1,200 types of chemlcals and pharnaceutlcals
are produced by said defendant, 1nc1 udmg sVnthetic vrbamins narcotics,

qumlnes, certain sulfOndmades arsenlcals blsmuths citrdtes 1oaiaes,

.t 2, [

mercurr.ials, and atabrine. It is. the largest manu!‘a.ct,urer of pharma-

ceuticals in"the'United istates, s -

'3, Defendant Hetrck.manuf actures the a_b_qve—descfibed proddctS"at a’’
nunber of plé;iﬁ's' ,+ including plants located at:, Rahway, New Jersey,

Philaéélphia; Pennsylvania; and Elktoh, Virginia. It xraintains branch sales

offices and warehouses in New York, New York, and St. Louis, hiissouri.

fople, . - . . ea s R t
Deféndant Herck s€lls and ships large suantities of its said products

N

throughout the United Stutes:and -certain. forelp,n count.rles hereinafter
mentioned. Its gross sales have .amounted to more than ..,L3 5L1’,000 h
anhually, : All but a ‘small part of such sales have been made- by dt.fendant

merck in interstate and foreigni comperce. ., ..

g, Among- the chemicals and pharmaceut.lcals manuf actured and dls— '

tributeu by defendant kierck are certain so-called "speclalty" drugs. A

’

'.specmlty in the 'medicinal chemical 1ndustr,{ is a product. sold 'under a

S RN
distmct:w'e hame;- mearly -always a tmae— rk nane, as: dlstmgulshed from

matex‘ials 8blg under ‘their chemical nanes; 1t is usually derived from a

péf,ented or sec“e-t-process. It 1s usaally sold in a small dlstmctlve

.'umt package “as ‘6ontrasted with bulk chemzcal sales, anu 1t is usually

“

sold at e higher prlce ‘than. the..prices obta;,nea for the bulk chemlcals .

comprlsmn .such-specialty,: - e, o
10. Defehdant. Lerck:processes.: -and: dlst,rlbutes chémicals and phérma;
R :..: A [P

ceuticals in the Dowuimion of: .Canada through a wholly-owned subs:.diary, '

“a Feg o ;
. ARG i

Merc’l' ¥ Co., Ltd.s ‘which has its princwa], place of bu’iiness at montreal

Y PR T
B )

L N R AT Lpett B
- .o o, el 1A

dl‘l"l" ‘péfenidant. P=W-Rris:now engaged :m the sale, distmbutlon and
D S

caad DL tie

export to foreign countries of chemicals and pharmaceuticals in the manner

i ' 3 (Over)

153
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herginaffer qegcyibgq._~U¢fepdant P-y-R- obtains .sajid comodities for such

foreign t??de,STQU defenaant ierck. T T ST AL
V. BACKGROUMD OF THE VIOLATIONS OF Laki CuwiLaLiED OF

12. Since prior to the yeur 139). and.continunously to the present time,
Merck-Dapmstaqt has carried on the business of manuiacturing, at its plants
in Ger:iany, and warketing, at home and abroau, chemical ana pharmaceutical ..
products, 'The spid firm has‘been‘ang is now one.of the world's largest
nmnufactuggrg'gnd distributors of such products, and has carried on-a large.
export trade therein to all markets of the world except as hereinafter _—
describedf_

13. Iq the year 1391 one or more of the partners of ijerck-Darmstadt
organized a pantngrshipiin the Unitea States under the name and style of
Merck & Co. A corpofation with the same name was formed under the laws of .
New York in the year 1903 to take over the business of said partnership..
lierck~Daristadt owneda and retained substantial interests in the said firm
and the said corporation (both hereinafter referred to as iierck i Co. of
New Xoyk):

14, _ériqr(pp_the Eir§t_Wor1d.War, Merck & Co. of Kew York.acted as a
selliqg¥§ggpgy fqp Merck-Darmstadt. as such sales agent, derck & Co. of .

New Yo;k gggegg‘gp_ponfingvalljof_ips distribution and sale of chemicals

and pharmaceuyicals tq the United ttates, its dependencies, :Canada, and.. ‘..
‘the belqw:wgqpioned;jp;nt;gefgitoﬁyﬂ_ iierclk-Darmstadt was exclusively allotted
the markets for such products in all qfhgq;qpunpriqugffphe world except . ...
for said joint territory. iierck-Darmstadt and ierck & Co. of New. York

agreed that the:Ph}lippineflsLandsﬁ Cuba, and the West Indies shoula be:

joint tgr;igq:y,n@kohich,gqch‘shpu;qwﬁehcqgglly.free.go;exportu‘_ s

15. During the First World Wgr.pth;nteantggof;Mergkaannstadt.in
Merck & Co, of New York were seized by the Alien Property Custodian of the ..
United states. The_inﬁeqesps;sq:séized were. thereafter.purchaged by

. N .
- Ce e PR } . e n: .
L e e Tl [
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Merck & Co. of New York from the Allen PrOpertJ Custodlan on, er:ahout:s

August 1919 runds to finance such purchese were raised by the. sale of .
’ non—voting preferred stoc 1ssued by herc & Co. of Levaork ang no outside

interests acquired any shares of the voting stock of Merck & Co, of

New York upon such acqulsltion b/ it of the 1nterests seized by the alien

PrOpertv Custou1an. Durinl the First World War uerck & Co. of iew York
.
expanded ite own manuiacturinb fa01lit1es, and s1nce then it and {its.

succeesors 1ncluding defeudant merck, have from time to time greatly .. .
increased their manufacturing operetions in this countr,/. Since. .the a bover

i N A

described seizure and aoquisitlon of the 1nterests of Merck—Darrstadt in ;.

H

-

Merck a uo. of Lew Iork the latter company and its. successors,~1nc1ud1ng

e B L

defendant herck have been finenclally 1ndependent of, and have had no:
corporate affilldtion w1th Mercr—Darmstadt and they and .derck-Darmstadt,,

except for the illegal restralnts hereinafter described,.would have . s

“competed in the manufacture and sale of chem1ca1 and pharmaceutigal Pre= i u

ducts in interstate and foreign cmmuerce.

BN

16, uurlng the Flrst World War, the blockade of Germany maintained ;.

by the Allied powers prevented hhrck-Durxstadt from shipping its: products; . !

to South and Central hmerica and other markets of the world. .Merci &-to;.
. [T P A :

of New York obtained a con81dereble export business in sales of. chemlcale

and pharmaceuticals in countries located in douth and Central Ahwrica during..

B

that period. Upon the conclu51on of the First erld War Merck % Co. - of

New York surrendered 1ts said trade anua commerce in Such foreign countries,
that is, those of douthnandﬁuentral‘Amerlca; and ellowed said trade and

connerce to revert to merck-Darwstaut.' derck & Co.,of NHew York and lepck-

Darmstadt both thereafter resurad the divlslon of trade territory between. :..;
them hereinabove described 1n Paragraph lh. P i Gl alvinld

'
PRI B . :

‘17._ In the year 1927 Merc" Co. of hew York merged with.the Powers- . .-

Weightman—RQSengartgn Comvany, a corporation then exlsting under the .laws.
' REACLAS B N S PR R PEY J S

of Pennsylvanla, the saie being the suceessor, of, a chemical house foundged :,

‘at Philadelphia, Pennsylvanid, in the year 1313. Merck & Co. of New York

5 . (over)
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and the Poﬁers-Weightman-Rdsengarten Company conveyéd -‘their assets-and” -
businesses to Merck & Co.; Inc., a corpdration orgenized under the laws of

© New Jerséy‘in June 1527.- .The latter corporation transférred 65-1/2% of its
comiion stock to Méreck « Co: of .ilew York, which chadnged its narie to The
Merck Gorporation, and 35-1/2% of its common -stoék to thé4Poﬁérs—ﬁeightman-
Rosengarten Cohpany. serck & Co., Inc. thereafter formed defendant Powérs-
Weightﬁdn—Rosehgarteh Corporation (herein called -P~W-R), incorporated under
the laws of ilew Jersey, as a wholly-owned subsidiery of said serék & Co.”

- Inc, P-W-R's .corporate name: and entity were kept -alive by Merck & Co, Inc.
and by defendant ierck, but- P~H-R becarie inactive comnercially and femained
dormant until it began in 1939 the activities hiereinafter described,

© 13, In 1934 the Merck Corporation and Merck*;'Co.,AInc.~reorganiz§d
and were consolidated by transfer of their ‘assets, businesses, liabilities
and capital stock to a new corporation, defendant Merck;’ incorporated in--
that year?uﬁder'the laws of New Jersey. T L

19. Defendant Merck through the aforesaid reorganization acquired.

all the rights and-assumed all the obligations of-its sald predecessors,
inclpding’éll rights anﬂ-obligations created by the hereinafter déscribed
Treaty Agreement. -All the acts,.understandings, and agreements herein-
before and hereinafter alleged as the acts, understandings, and agreements

: of said corporations, namely serck . Co,- of-kew York, the Merck Corporation,
and ierck « Co., Inc., have been adopted ana contifived by defendant Merck.

VI. THE VIOLATIO:S OF LAW COEPLATVED OF

~ 20, - Defendants and:their co-conspiratérs have beén/'for ‘many yesrs ::
and'are5now,3throagh theiraots hereinbefore and hereinaftér complained of,
violating Section 1 of the act of -Congress appfoved‘duly~2;71890,«entitled
"An Act to Prétect Trade and Comierce against Unlawful Restrdints and
iionopoliés;".as amended, comionly known-as- the Sherman Att, by contracting,
combining, and conspiring in restraint of.trade ‘and COMMETCE - o biwh ot

S L
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1
P

in chémi¢hl and pharmaceutical products among.the several states of the

United 5thtés and with ¥ereizn nations us hereinifter set forth.
| eid e

. THE UNLAWFUL CONTRACT

“21." On-or ahout liovember 17, 1932, ilerck {t Co.,.,Inc_.-' and Merck-
Damstadt madé and enterediinto a contract knowt y: as ana here:m called
the" "Treat,/ Agreement " oa true copy of which:is attached hereto and made 3
a pajt’ hereof, marked Exhibit A,

" ¥ 22" By the terins of the Treaty I;erreerheﬁt : I«Ierc':k-l)arrx.stadt has .agreed
with defendant Merck that in the sale and distri 'bution of Lhemlcals and
pharmaceuticals defendant llerck should have the -°xclus.we l‘lp,ht to use the
woTe -i']iéfdk;:reitheﬂ alone or in.conjunction with ¢ cgmpiﬁrlla&}ﬁ?i with any
dtfkief"v:ét"&*éi‘i-in'iac’nﬁection':with any patent or -trigde-rark or ;i“,._"*,“l other
w'a:j,‘:r',‘i'l thidughout the Unitedsstates, -its territories -and deper_x_%ér;cies , -ga nd

Canada Defendant ierck ' and slerck-Darmstadt have ugreed by t,he terns of
" the' Treaty ‘Kpieenént’ that Cuba, :the West Jndies, an d the Philippine Islands
shiouTd .be'-Joint ‘territory in' which. each should: have the right to use the-»
name Me_rck, jointly with the other.. ..Defendant .ilerci: Pas agreed with ierck-
Darmsfédﬁ by the terms of the ‘Treaty. agreement that ihgrck-Darmstadt should
have “the. e;_;cl‘us'ive right to use ‘the name .lerck.in the ,enner above stated
in a1l other ‘countries other .than those hereinabove.ref erred to. 'I‘he_"‘._'
Treaty Apreénent provided .thatsthe aforesaid. excluswe divi sion of t.rade
territory shoula be in perpetuity.  Said- Treaty is, . Still in force afnd ‘

R AN |

EFPESELTY . P St nNS ol diisen o0 iy SCuiooy S i

>

:""23’-"";’-}35/ ‘bhe terms..of : the . Treaty: Agree..ent defendant i.{e!rCR Bnd i.ier'ck-
Darmstadh ‘Have i‘urther undertaken -to' surrender. e\clus:welj to the other
in“He other’ s allotted  exclusive territory, reserv:.ng a deﬁ, ned share
‘in the’profits; all:news;pnqduct,.s‘,Adgwalboged_b:gj.‘_.,e;itl:xqr._ ipthe fyture s

's;'secialt,ies\:’ Specialties,. the.nature of which is Set by ox_:_r,h in .Paragraph 9.

-3

\’ Qver)
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above, are of great’ 1nport'ance in the‘trade carried on by manufacturers
and marketers of chemical ‘and phar‘x.xaceut,lcal proaucts. .In further
implementation of the inten% of the Treaty Agreement. to eliminate coxnpeti{;’,}."}_fﬁ
t,'ion between the parties th:reto, as hereix{after more fully'described, it
was also provided therein that the parties should mutu;lly exchahge informaq-
tion and’ éxperience regardlnp t.he1r respect,lve proceSses and imorovenents
relating té de81gnat.ed presurt procxucts and to fut,ure proaucts. To like
purposé and - effect’ it was fvyther proviced that the parties should 'infqrm, :
each other respecting_ raw nzterials, conditions .of markets, inventioms,
ana 'ot,her‘ general inforiaticr.. It was brovided 1:.,hat the term of a_].l :t,hg
undertakings Tientioned in tl:&s paragraph should be 5A0.years from
November-17, 1932, ' | o

24, Territorial diviejon of ‘the use'oi‘ t,he name merck as elfected
by the:Treaty Agreement, v not nade ne-.,ess'dry by any requlrement of 1aw
in any country, nor have 1.l X} 1aws of any cou;mtry recognized any right. in
eithert serck-bamistadt or Jefendant merclc (or' sierck & Co., Ine,) t,o preclude

the:other from’ do:mg bus’;:ess in such country under such companj's own ‘name

unless solely by foerce c.f' the nrovismns of the Treaty Agree...ent 1tse1f

’
PR Y

purporting to’ recognlze “such an exclusive rlg,ht

25. "Territorial ct: vision of the rlght t,o use the name :\.erck 28
effected by the Treatyr- A‘,reenent wes not ne.c'e‘ssar‘/ 1n oxder to prevent
confusion as to the 1,lent1ty of the bdld companles.‘ There was and could vy
be no confusion among chemlcal and pham:.ceﬁt:mcal manui‘acturers d;_sA-
tributors, wholesal'fi:a and _retallers, or on trle’pamt of the publice, as to
the identity of pr.ylucts of the two parties to the Apree'.‘ent ~ The name .. Y
of the German ¢ompeany has been and 1s known and used in the t.rade as "E"..
Merck Chemical ..'r ks, uarmstadt " The term Darnstaot has alwajs assoc1ated
that company wi { 1 a locallty so known in Ger:rany with a company there

orgénized and q-nlng'bus'lness. The name of the American company has been. .

and is known i1l uséd in the trade as "Merck & Co., Inc., Rahway, N. J."
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FIo tUns il il fne el et el g asi S '
Among cheimical ‘and phariidcéutiesl ‘déalersahid distFibutors.the:use .of the.

name Rahway,.‘h' .; .J,on t‘;f;e"lla'be:i?s, {'drEérhesds ; ‘Hndl-order: forms of: -defénd;int

Merck assoc1c.tes 1t With' the’ locality ‘of “Hhat namé ‘arid. -identlfles ‘it as SO

L .‘

the Amerlcan cc‘».\oany. The oruer fotus’ of the!Améficah c:'ompan,/ also reclte-~ :
that 1t has other of fices lochted i Kew York, "’!.--;‘ff- St.. Louls;; ﬂo.:;;-:éﬁd'..

Philade‘.l;r;.ié,’ﬁa'. “in contrabt’ to thossiar 't;her'Ame}-ic!én company the labels) .
lette:'r';léé;is,“ e;'xd' ordér forus o;I; tHe" Geritan 'Eﬁfﬁﬁhﬁyﬁhﬁwe-. borne the- 11..pr1nt L

"E. Merck, Durmstadt Chemische Fabrik" " » o
~26 It was the purpose and inténtlon of We'fck & €o., Irc. and Merck—

Darmstadt in entering the aforesald Treaty Agreeme‘nt to effect complet.e

div:Lsion of trade t.errltomes in the sale and dlStribUthl’l -of .all- chemical
and phafnaceutlcal products made by them- dand - to’ suppress all competition .

e

betﬁeen them in’ the Unlteu St,dtes dhd in foreil,n ‘markets. To accomphsh '

such pﬁ;'pos'e l.xerck & vo., Inc.! (and théreafter- defendant ‘Merck) and ;

PR e Lo . et e i I CGE e
Merck—Dai"m‘stadt planned to sell all'sucﬁ‘prouuc'ts"- mad'e'by‘each only under -

it.s respective firm or cornordte haie- and have: ‘ut alk tives- (except for the '

'P-W-R activ1t1es herelnafter described) addpted the - course of traue, and ok

iness prac‘blce of' ient 11ying" substahtially all th@pm—f.‘};_ﬁv -
ducts of each~ b,_y the use of its f'éép'é'ctivé"ébmbany nei}nea'--‘%uc-h-idént}iijp’ap,ipﬁ
has ,be‘e;i. ‘ihi’rafiébiy Sfacticed by deferdant iietok arid’ 'aié:sé:k‘-—'na'zimstadt:;bj‘ffr,‘.;;
use oflabéis Ai'a:;cif:e'c'heaﬁ'éo'ell"b'ackageé' in 'v}if{iéh~‘hrbducte-Aoftf::tihe 'resbek;tivé ;
comoanies havé been solu, 'by use“6f 1ttterheads, order.’ fonzs,,bills of -

lading,, anvoices auvertlsement'S' ahd a1l ether=wx‘itteni.com-.mlc.at-.mn.s where-
A

ih each of ‘a1d’ Yomparied hat ifvirisbly utilided dts. réspective company..

E T S T sttt e

néme. ' B B A L I Y e ,
R I A T LT ON Y SR e . :
"7 T29.  Deféhdants HETEk and ‘Merck-Darhstadt Hhve htimll times executed..
and 'cerhhllied' with ‘the TrcutyAgreement ‘fn Vévéry respect; and-have - continued

theref)y ':to'efiect (excep’g for ‘the P-‘W-lR wetivities hepeindfter:desqriled)..

R el
complete terrltorlal lelslon of ° Substantlall'y all* 6f. then- tiade;and..

...........

busmess. Dei‘endant me.rck and vérekibarhstudt: Have gpchrat-all times. ... . .

e e a . . . .
CR Vo LRL Lt PRI S ST 4 E T - e L
. L T S DR T S T TN

(Over)
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.

(e/cept for the P-W*R act1v1t1es herelnafter descrlbed) refralneq from all
export to and all trade.or bu51ness 1n the other’s aforesald exclusive
terrltory except for sh;pments of chemicals and pharmeceuticals nage,.
into the other' s terrltorJ at its reouest.' The oneration of the Treaty

agreement as here alleged is more fully set forth in the allegatlons of

e

Paraaraphs 33 through 37 below and the acts of the,partles therein set
forth have been done in conpllance witi;, and in exerutlon of the Treaty
Agreement.

23. Vhen the oecono Uorld har prevented Mer k-Darmstadt from export-

ing chenlcal and pharmaceutlcal prOQuttS into certain of the countries

1located exc1u51vely to it unaer the aforesald ”reatg,.defenuant Merck

adooted as a purely temoorarj erpedlent for th= perlod of ume war, the use
of P~W—R as a vehlcle of export to such countrl‘s, and now sells for eXport )
thereto by and thFOUfh P—w-h and 1n its name onlJ The defendants are,

with thls adaptatlon to war cond1tions contlnulng to adhere to the Treaty
1’ . "

Agreement and are now utilizing P-W-R in order to keep the Treaty Agreement
alive and to continue its operation. Defendants now plan to, and have
apreed with Merck-Darmstadt to discontinue all shipments through P—W—R

and 1n its name after the war and to revert to thelr former practice of

selling chemlcals and pharmaceutlcals onlJ under the name of defendant

e .

Merck and to malntaln the terrltorlal d1v151on of the entire trade and

bu51ness of defendant Merck and Kerck-parmstadt, respeet;velyl as herein-

above oescrlbed. The operatlon of the Treaty Agreenmnt as here alleged lS .

PEPLAaY

more fully set forth in the allegatlons of Paragraphs 33 throu sh L2. below.

NI IRY

29. By reason of the matters and things hereinabove set forth, the

said Treaty A"reehent is by 1ts terms by the bu51ness practlce observed

by the 1nterpretation placed upon 1t by the partles and by their 1ntent

and in 1ts Operatlon, a contract 1n restralnt of trade among the several ,

el

states and w1th forelgn natlons in chenucal and pharmaceutlcal products, '

whereby defendants have been and are now violatln and will, unless there~

from enjoined, contmue to v1olate Section 1 of the Sherman Act,

10
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o . T ene gl o ks “.
eV LSS e e W "

) 30, In addition to the above-allesed unlawful contract, defendants

. Y . NPT

and their co-conSpirators for many years prior to 1932 anu continuously

E REPYS -t .

at all times thereafter, have also know1nglj engaged and are now so
engaged, in part w1th1n “the District of New Jersey, in an unlawful conbin--'“

ation and conspiracy to restrain and prevent all conpetition between

defendant merck and Herck-barmstaut in the manufacture, sale ana distrlbu-'
tion of chemicals and pharnaceuticals in 1nterstate and foreign trade and '

', .
T IR

commerce, by agreeing with each other to allocate the Unlted otates 1ts
terrltories ‘and dependencies and Carada to dcfendant Merck as 1ts exclu31ve

territory, to reserve Fuba, the West Indies and the Philippinellslands as

4Joint territory in which both companies should be free to trade, but at

.
Al

agreed, unlform, and non-competitive prices “to allocate to Merck-uarmstadt
as its exclusive territory the rest of the world, to cause each of the said )

Y i RN ...,.;‘

companies to refrain from exporting 21l pharmaceuticals and chemicals to,

and from selling any such products for export to, the other's aforesaia
R R TOTIN T T . -
exclusive territory, and to cause sa1d comcanies to surrender to each other

exclusive control in the other's exclu51ve terrltory, of all present and

tiet T DF R R ARSI AR

future technologlcal developments and patents and processes, all in v1o-

St
lation of Section l of the oherman Antitrust Act. )
1;&'.‘&' LR 7 i
31. Prior to 1932 the corporate predecessors of uefendant Merck had
Llr
entered 1nto an 1nformal understanding w1th co—conspirator herck—Darustadt

da. 4 ety

the substantial terms of which ‘are set forth in the preceding paragraph. "

..... i

...... SR PR ETI

conspirators. On or about November 17, 1932 co‘conspirators Merck i Co., -

Inc. and Merck—barmstddt de01ued to enter 1nto a fonnal written contract
to 1mplement and effectuate the afcresaid conspiracy. Because both of ) o

ESLERTTN 2 Ty

115
the aforesaid conspirators were aware that a contract prov1d1ng for a
, division’ of sales territory between the two would be in violation of the -

£ PR P

antitrust 15%5 they decided to disgu1se the real abreement between the

lli (Over)
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parties, notwithstanding the facts alleged in'Paregraph§2A and 25 above,
and enter into the aforesald 1reatj Aéreement which apportloned the markets
of the world in whlch each was to hdve the rlght to use the name Merek.

32. uefendants and thelr co—consnlrators have at all tlmes well

known it to be thelr practlce, and they have at all times intended to

contlnue and have continued 1t as thelr practlce, to conduct all of the

'
-

trade and bu51ness of defendant merck and Merck-Darnstadt (except for phe
P-Wi-R act1v1t1es lerelnafter descrlbed) under their own respectlve names
of Whlch the word derck is in each cuse & part. Throughout the period of
time covered bJ sald consplracf defendant i#erck and co-conspirator Merck-
Danustadt have, 1n executlon thereoi, refralned (except for the P-W-R
act1v1ties herelnafter oescrlbed) from all export of chemical and.pharma-
ceutlcal proauots 1nto the other s Sdld exclusive territory except for
shlpments made to the other at its request.
33. Throughout the perlod from lNovember 17, 1632, to sometime in the
latter part of the year l)bO defendants and their co-conspirators, and
their offlcers abents and sale representatives, have, as a part.of. the
) conspirecy aforesaid and in execution and furtherance thereoi, enforced
adherence to the aforesaidvsales territory restrictions .agreed -upon
between them, and have 1nvest1g ted and policed the Operations of defen-
dant ierck and merck-uarastadt to prevent v1olations thereof AS & -
further part of the conSplracy and in executlon thereoi defendant Merck
and Merck—Darmstadt have each exer01sed survelllance over the.other with
resoect to any chenucals and oharmaceutlcals manufacturedAby it and.sold. .- -
outside of the territorles respectlvelj ullotted to it as axoresald..a..':"’
Such survelllance has also been exerc1sed by sales representatives - of -
Merck—Darmstadt and dealers in Merck Dermstadt's products in many parts R e
of the world. In some 1nstances when products of defendant Merck have - i -

appeared in forelﬁn countrles allocated to merck~Darmstadt the:latter

has complalned to defendant Merck relutlve to the sape and received: from

12
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.

it assurance that the condltlon would be’ corrected, and that any further
sales of Merck's products in such foreign ‘Hations would be’ suppressed.'
During the'same-period of time, defendant Merck has refused to supply
prospeétive-customers'outside'its Treaty territory with its products.and
instead has referred to Merck-Daristadt numerous orders for chemical
goods received from buyers located in the foreign countries allocated
to Merck—Dar.stadt Merck—Dar stadt has reciprocuted bj-likew1se referring
to defendant Merck numerous orders for its products from purchasers located
1n the sales territory assigned to defendant Merck. In many cases those
who sought to purchase from one conpany but were located in terrltory,
a531gned'by the}terms of said conspiracy to the other Treaty partner were
notified by the recinient of the order that their/requests toApurchase or
their inquiries concerning chemical and pharmaceutical products had been
referred to the other Treaty nartner'for diSposition. when such action
" was taken the reason given for it to the prospective customer was said,
to be that the rec1pient of the order did not export to.the country where
the order”originated
-,Bh In e large number of ‘instances during the said period of tihe

described in Paragraph 33 defendant’ Merck has received orders for pro~

AR Ll

ducts which it did not manufacture or 'was unable to. furnish.’ In such ;

cases, as 8 part of the conspiracy, the territorial limitations: agreed

upon have been observed by makins shipments of chemical goods from

.

Merck-Darmstadt to defendant iérck, enabling the latter to f111- orders
orlginatiné in the territory a331gned to“it; and: defendant Merck in a -
number of 1nstances likew1se has shipoed chemical -goods to Merck-Dar.stadt
to enable it to fill orders 1t had fecsivdd fror customers-loceted in .,
bforelgn territory allocated ET - USRI TR S T

35. During the said perlod of tife déséribed in iParagraph 33 said

terrntor1al restraints have been” further effected between. Herck; and

Merckwbarmstadt in some 1nstanc~s where orders from cuetomere located

13 . (Over)
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in terr1t0r1es alloccted to one of the Treaty partners nere fllled by

[

the other Treaty partner, bJ cau51ng the 1nv01ces to be prepared 1n

the name of the Treaty partner to whom the terrltory was asslgned adjust—
Vil

ment then. belng made between defendant Merck and herck-Darmstadt for the

value of such. products.. .

0y : . ." . . . . i y - P 3
e PP BT L SR UL LY R s SR gt

36, Defendant Merok 1n furtherance of the sa1d conSplracy during
-~ . . l.-a . .‘ Y Lo E l , \(;.'..
the sald perlod of the qescribed in Paragraph 33 has also sought to
. I, L8

persuade and 1nuuce a number of buyers of 1ts chemacals and pharmaceuti-
RTINS |

cals Lo, refraln from exporting such Drouucts for resale 1n forelgn

countrles allocated solely to Merck—uarmstadt ~To enforce such reguests -

[RE-TARY
NS NSRS B

defendant merch has aaopted & pOlle of refu51ng to sell 1to products to

buyers suspected by it of export;ng the sanie for resale 1n the countrles
.".:.lu.x 3

assigned Merck-Darmstadt. . . :T

.37, In the JOlnt sales terrltorles allotted to both defendant Merck

woera: .'in

o KA St 400

and MerckrDarmstadt as aforesalu they have durlng the perlod descrlbed

s ind 2

" in Paragraph 33 above, in. furtherance of the consoiraCV, ellminated com-.

petition between them with respect to certain specialty drugs by

. e e

|ua1121ng and flxlng unlform prices 1uoted for the same types of pro=-

(2%

ducts and have charged purchasers of the so—called "Amerlcan" and "German"
brands of the same tyoes ol chemlcals and pharmaceutlcals non-conpetltive

and unlform prlces.

Wt : : LA UeoLnidg

38. After outbreak of the oecond horld har 1n 193/ the Brltlsh
R . VLG i
Blockude of Gernany prevented merck-Dannstadt from exportlng to many

et
PEYRHY

forelgn countries, partlcularlj Latin Amerlca. countrles. Demand in those

R S N R e G . PEIPAN e

da T RN IR TR T TS B O R

especlally on the part of dealers and apents representin§ herck— Darmstadt.

LTE Al

Merck-Darmstadt requested defenaant erck to suleV its agents 1n oouth

IR B TN RN - erd

and Central hmerica but 1n51sted that said agreeuent for terrltorial

AT S5 A PPN L gt ST S LI O
d1v151on remaln 1n eflect. In these clrcumstances defendant Merok under-

A .5

tool exports to Merck—Darmstadt's terrltory in the_manner_hereinafter
[ A T AR S NS M A S A T B S HE LS LU ST S PSP

P e .
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desénipgq. On commencement of such foreign trade defendant Merck refuseéd
to confine its sales solely'to Merck-Darmstadt's ajencies, but agreed with

) Merok:DArmstadt;tbat the former's exports to. the latter's exclusive>téffi*'
tory would.be purely temporary for the period of the war, that-the: = i~
territorial divigion of their trade remained in effegt, ,that_ the Treaty -~ '
Agreement. would :continue in -operaf.ion, ana .thet in observarce thereof
defendant Merck:woyld évoid:all use -of* the name iMerck in’'its exports to.
Merck-Darmstadtts exclusive territory,

. 39. . In.execution of the cogggiracy and to insure its gontinued
observance during the war-ana its operation thereafter on the original
~basis; defendants revived the commercial activity of P-W-R and have ..ade- ‘
Bnd now make all exports to, and»saleéifor export to, Merck-Darmstadt's
exclusive territory, undertaken by them as described in Paragraph 38 above,
solely through P-W-R and in its name, and defendant-Merck continues to abige
by the letter:of the Treaty~Agreemeﬁt by meticulous and studied avoidance
of any'suéhtforeign trade, ‘or sales therefop, in its own naue, or accd;panied
by ;pj_ﬁse whatever of the nameAMérck. Defendants have adopted such device
purglyhas;a,gemporary expedient during the wary:they are ‘thus preventing
the déVeioﬁﬁéntgof'any good will identified with -defendant Merck itself

in’sﬁéh fo eigh tradé; and:they now-intend, -and ‘it or sbout May l9d0 ;

agreed w1ttherckaarmstadt that after the war the said trade of P-W-R'
will be‘v ntinued and abandoned. Defendants and co-conspirators are
therebyvinsquné;the continued operation of the conspiracy after the
present w&f has terminated,

‘;AQ;,?Zh;exgcution-gﬁ the means and methods of adhérencé to'said con-
spiracy in war-time as alleged in faragraph. 39. above, about-Noveémbér 1935 -
~defena$nt'Merck:i§sued instructions.to its agents;ﬂemplOYéés‘and“rébre47'
sentatives that all of/its export business ‘should be- cérriéd on: through -

P-w—R and under the. P-W-R name with the exceptlon of ‘expdrtd to Cuba; the "

West.Indies, :Philippine Islands, and Canada, where all ‘of ‘its'products = =

15
(Over )
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might :still .be andhave. cdntinuedzto-i.be :s0ld by defendant Merck ;under.
theuMerck-name. .For:the purposes afuresaid,.defendant i-,Ié’rek since: .. ..
November-1939:has ¢aused.defendant P:W-R to:handle.dll sales.to. Merck- ::
Darmstadt's exclusive territory'in the naize of.P+W-R; to.use P-li-R labels,
P-W-R price~listsj P+W-R:.dinvéices:and bill heads,-all carrying the address
of Poweprs-Weightman-Rosengarten C-orppration as being .at -.!lPhiladeiphia,._-Pp," R
has cuased of fice correspondence, acknowledgements.of: orders. and other.; : -
communications to purchasers in MerckwDarmstadt territory to:.be signed: by
P-W-R employees, has:.cuased :P-W~R to.use. a distinct cable..address desi gnated
as "Poway;':-and:in.-other respécts has .conceél-ed from such purchaseps-.of. ..
chemicals .and.pharmaceuticals-iand from the trede generally :any-reference, to
the .connection.of - saiq defendants. erck .and\.P-w-;H. : Sl e e

- 41, .Defendants have,sought to discourage exports to fereign nations

s assigned exclusively. to-Merck=<Darmstagt, by .the devite of-exacting harsh

and wonérous. teriis of payment from purchasers therein, while at the same

~time: mereiliberal methods of payment have been -allowed to purchasers of

Merck products:lecsted in Cuba and thejest Indies. Defendants thus are. -
now gondycting:their P-W-li foreign trade in a manner and-upon.a:basis
that recognizes all trade and commerce with :foreign nations in Merck- . .-
Darmstadt's. exélusive-terri_tory as being ‘temporary and to be:.abandoned
after.the war., . ... . - . e T e

VII. THE EFFECTS:OF THE -GOWIRACT -AND. CONSPIRACY

424, By establishing and.maintaining the aforesaid .centract, combin-
ation’ end canspiracy in-restraint of interstate and foreign trade and
coserce -in chemicals and. pﬁarnwc;eu‘.ticals , ‘by :the.worious acta.hereinbefore
alleged;- and. by understandings,. a:greeime11=ft.s',,:ana contracts to effectuste.. |
this purpose,’ including:the Treaty: Agreement :of 1532, and by .the: coptipu=

ation. nf:said gonspiracy .through: the: instrumentality.of-defendant. ;Rowers~.

166
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A

We'ightn;én-ﬁosehgarten ‘Corporation-as:the ‘agent of: defendant Herck- for

export d;.‘tétnibutien‘and» sales-in-or for-territories unlawfully assigned,

to Merck-Darrstadt, the:defendants-herein.(1). have.unréa;onably_réstxi cted .
a;ld restrained export sales and distribution-of chemicals and-pharmaceuticals;
(2) in:the joint sales:area described.in the Treaty Agreement have fixed
and méintaihé‘d -arbitrary, artificial, and non~competitive prices for
certa-inf‘chenﬁcals and pharmaceuticals; .(3) have -unreasonably restricted

and li’inited -imports of :chemicals and pharmaceuticals into t:.he United..States;
(4) have .unreasonably restrained such- trade and commerce among the -several -
States.and with foreign nations in violation of the lawg. of the. United ..,
States, ahdudefendants;are-ndﬁ.cbntinuing and wi}}_continue‘bhe foregoing ..
unless therefrom enjoined by this court. - . . .

-VIII. DEMANDS FOR RELIEF

WHEREUPOM PLAINTIFF DEiANDS JUDGMENT AS FCLLOWS:

1, That the aforesaid contract, combination, and . conspiracy in .
restraing of tfadé and- commerce- among the _several :obites of the U.nited_ .
Stutes and with foreign nations Se.-adjudged and.decreed;to be unlawful; .
and that the aéreements, undersztandings:, ‘gnd:pract.i,ce,s.:allequ_in this .
complaint. be ddjudged and decreed’ t;o be. in violation-of. the Sherman ,.
Antitrust Act... =~ - - .. o A R A T

2,0 That.l..opé:ervances.of 4the.-.-Treaty agreement- of 1932 between, ﬁf.r,ck &
Co., Inc:; Rahway, N. J. and MerckéDarmstaat,-;.Uarms.taadt,:...(}e.-r'many,,thex:e-.-.;
after as'sumedéby defendant iferck,:be perpetually: enjoined;. .- -. .. !

3... That- the.:i,,d-en.and,ants., . and -edefi ¢ of. them, and .their:officers;.. -;.,_.-1-,,-
directors', employees, agents, represeptatives, successors, and a]ll persons
and '.corporations acting and claiming to act on behalf of theu, be per"-

’ petually enjoined from engaging in any acts or practices or entering into

N v ‘ - 1_3: (Over)
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- r
Pl e TV L e

any contracts -or understandin:s, “the puroose or effect of which is to carry

[ DOl g

el Frgitiog e BT T

out, continue,; or’révivé- ‘thé’ rl awfil combinatlon anc conspiracy and the .
IR 41 - DA “?

restraints.of tr.idevand ‘comibree amonb ‘the several states and with foreivn A
.. L.t LI L

s tan Tl

" .nations setb. forth an-this complaint.‘- . C
- N . . N N ‘ "
-.That :defendant Mercx be en301ned from refusino to flll unuer its

own name any: ordersfron, phfor shlpnent to, any foreign countrles et

peace with-.the:Unitéd States,’ ‘on” the’ same ‘terns glven by defendant Merck

to. purchasers in uﬁba and the West' Indies “where such orders are placed
by any- .per:son:who, makes apprOpriate payment ‘or tender of payment and

that defenddnt: Merck be further enj01ned from followlng any pollcy of

dlscouraglng any-shch Yrude and cofmérce w1th forelgn natlons in and

kR R T ~ -

under jits own name.

5. That in respect of the grant or license by Merck—Darmstedt to
defendants, or any of them, of any exclusive rights in any patents or
processes in effectuation of the Treaty ingreement of 1932 or of the
aforesaid conSplracy, this court cancel and ierminate the exclusivity .
of defendant's rights in such patents and’pxocesses and cancel eno
tetminate all contracts, agreenentS, understandlngs, and.grants carrying

out the purpose’of the Treaty Agreement 73 accord to defendant Merck
. Cot

‘exclusive rights-in such~patents.and processes.
6. That.defendante bé retjuired ‘to file with the Attorney General'

of the United otates, or the assistant Attorney General in chdrge of

the antitrust: Division; notice of° ‘iritention to make, accept, or exchange

3 P

covering any chemical or: pharnaceuticai product ‘or of any"catent or
Sty owind ot o i
secret process for thé -manufacture ‘of " chemicals and pharnaceuticals.

R I LR AR
A rreer e v et aaviv @ B .
. A TR Y .
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7. That the plaintiff have such other further, general, and
) differeﬁt relief as the nature of the case ray require and the court may

deem proper in the preinises.

8, That the plaintiff recover the'costs of this suit.

HERBERT A. BER&AN

PATRICK A. GIBSON

-~

HAROLD L, SCHILZ
Special Assistants to the Attorney General
Department of Justice:

\ Antitrust Division
. U. 3. Court House
FRANGCIS. BIDDLE , Room Nos,

Attorney General Trenton, iiew Jersey

~ WENDELL BERGE
Asslstant attorney General

CHARLES M. PHILLIPS
. United States Attorney

I hereby certify that the foregeing
is a TRUE COPY:of the original
on file in ny:oifice.

William H. Tellyn, Clerk

per Vera Aiéxander
- Deputy
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. .'.".-.,.-:"': .o E}G‘{IBiTA .-'t-:l BN - '..v'f.".} :
Yarawyy coce T oLy T St . S '
Voo . , ;
JEE. MWERCC-K v T ek
f. and-™
. WERCK q co., IJ__'JC. ‘
S 5
T el " .
" “ TREATY -AGREE:ENT

Dated Novemberr 17th, 1932.
el e HUGHES, SCHU‘ﬂaAN & DWIGHT
100 Broadway
New York - .- 7ic
RI de this 17th day of Novembd¥ 1932, by and - ‘between -
7K, anzopen-copartnership with its principal office and place of
Darmstadt) Germany, and MERCK & CO,, INC.,"a eorporation
"exist‘lng under the laws of the  state of NewrJersey,: with
office and place of business st Rahway,, New‘Jersey, S

] , .reto' fdr many yelr haVé CE«TT‘ied- bn thea.r 'x-espectxve
bustheésse: 'each’ Has #8t4bl’ \shed a gobd will ih cOnnectiGn
therewith, 'i‘nese of Werek & Co. ;1 , ahd itsuse -Of: the :word:.

' "erck!’ in 'donnsction ‘tharewi%h has been -al¥iost: éxclusively ¢onfined: to

the United States, its territdbies aria dependencies (the vord “territories" :

.1 B (vver)
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wherever used herein meaning Alaska and Hawaii and the word "dependencles"
wherever used herein meaning Porto Rico, .Virgin Islands, the Panama Canal
Zone, Oamoa, Guam, and the Wake and Midway Islanus) and Canade, while the
business of E. Merck and its use of the name "merck" has been almost
exclusively confined to the remainder of the world, except that both parties
have business in Cuba, the West Indies and the Philippine Islands (said
Philippine Islands, while dependenciés of the United States, are not
included in the definition of that. worc as used herein) in connection with
.which they have used the word "iMerck"”, The parties hereto have carried
on their respective businesses under conditions of mutual cooperation and
respect for the rights of the other and they desire to confirm and establish
covenants and principles of mutual cooperatlon and helpfulness in carrying
on their respective businesses,

B -—

HOW, THEREFORE, the parties heréeto hereby mutually agree as follows:

1. E, Merck recognizes and confirms the right of ierck & Co,, Inc.
to the exclusive use of the word "iMerck" in the United btates, its terri-
tories and dependencies, and Canada, and the right to use said name jointly
with E. Merck in Cuba, the West Indies-and the Philippines, whether said
word "Merck" is used alone or in conjunction with or combination with any
other word or in connection with.any patent or trademark or in any other
way.

2. Herck & Co,, Inc. recognizes and confirms the right of E. Merck
to the exclusive use of the word "Merck" in the entire world, except the
United otates, its territories and dependencies, and Canada, and except
in {uba, the West Indies and the Philippine Islands, where serck & Co., Inc
recognizes the right of E. Werck to use said name -jointly with Merck & Co.
Inc. The right of E. Merck to use the name "iMerck" as herein recognized
and confirmed by ilerck & Co., Inc. means the right to use said name alone
or in conjunction with or combination with .any other word or in connection
with any patent or trade-mark or in any other way.

3. In case of the merger, consolidation or transfer of assets by
either party, the merged or consolidated corporation or transferee shall
succeed only to such rights to use said word "Merck" as are expressly
herein recognized and confirmed in the party Heceto which so merges, con=~
solldates or transfers 1ts assets. - _ .r

L.” In case of the abandonment of the use of the word "Merck"lby S
eéither party as'a result of merger, consolidation or transfer of assets -
or otherwise, ‘the other- partj-hexeto -shall’ thereafter have- sn unrestricted
right to use the name in any part of the world.

5. Either party developink a specialty (hereinafter called the "granto:
shall, except as provided in the last sentence of this paragraph and except
in so’ fafcas such- granbbr ds;prevented. by agreemeitts heretofore. or-hgreafter
entered:into with :ihVentorb ‘an other: parties® haviﬁg rights-acqu1ked prie&“'
to or simultaneously with’ thesacduisition by the:grahtor.of its &ibhhs-
therein, offer to the other party hereto(hereihaftér talied the "grantee"?
the first right for the sole distribution and/or exclusive manufacture of
such- specialty in theaterritor'y An’ which:the: grantee ‘Ras-thes exelusive
right to: use’ theiname’ "Merck? as!heréinaboVe'set fopth. -In'chse such of fer
is aocepted;’during thd' first. fifteen:yesrs after such -accépténce, ‘the net’
profits resglting from the sale 6f Such Speciadlty shall beérdivided’ ejually
between the parties-heéreto,:. - Sadd- net prorits ‘8hall ‘be ‘determined by taking
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f

" the difference between the invoice p;oceeds on the one side and on the .
‘other 'sidé the totdl of mdnufact,uring and’ édvertiSmg expensés inventor 5
royalties and e selling comniss;on of" “15% to the' grantee, ' In cdse any
TYoss :4é* incurred” in contisction with: the sale” and/or manufactire of such
Specialty by ‘the ‘grantee; the granteg shall flrst be, réfnbursed’ for said
Qosses outof future profits vefors any ‘$uch” profits shall be divideg_here-
under, it being distinctly: understood and dgreed,’ however, that ‘the gréntor
shall, at no’ ‘time, be’ responsible for such losses or. any part thereof,
After the exp1rat1on ‘of Such flfteenLJear périod ‘the gyantor shall be

y 25°% of ‘the. profits thereafter result;ng from ‘the
sale of aald spéc1alty which Iatter! participation of profits shall “gontinue
in perpetulty thereafter. ‘The preferential rlght t6 market speclaltles
‘under the provisions hereof s &t 411 times subject to obligations which
the ‘grant 5r: may be under’ ‘to third pértles ‘under’. contracts hepetofare made
whereby such third parties’ huve preferentlal rights with respect "to the
mafketlng of specialties within terrltories specified in such contracts.

6y The parties hereto agree to 8 mutual exchange of informatiqn end
experience ﬁegarding the: procegses: for the manufacture of products now.

- ‘manufagtired: by both parties, ‘as well as 1mprovementa on and tebhnical N
conpletlon of “such’ )rocesses, *but peither party hiereto shall. be. required
to give’ ‘to'-the’ othér-way, ny information ér expériénce “in. VJOlation of; the
‘terms of any ‘agreements lieretofore or: hereafter,entered into’ with inyentors
or oth&r persons ‘whe acqu1red rights’ with respect to such prooeas on‘with
respeob to-such imprévements on or . ‘techniéal completlons of the same,.fx
priér to or simultaneously with the séguisition of Such information or .

experie e by thé party hereto.’ A list: of nroducts nanuractured by both

riie nd'to ‘which tHe foregoing' obligdtlon applies,is attathed hereto
and made a’part herdofv ' A1l information’ of one .party regarding such prY-

. cesdes: or’ 1mprevements shall’be made svailable-to the other without compen-

‘satdon,® "excépt in instances where the exchange results in ‘substantidl

advantages to the party receiving the informtion, in which case, the party

furnishing the same shall be entitled to appropriate compensation. Sueh
ensgtion 'shall be agreed upon between the parties hereto but, in case

; agree, "the amourt” thereof shall be’ deterndhed by

ch pgrty to -select one arbltrator ‘and ‘the two so selected

-‘them shall bejfinal ‘and: blnding unon the partiés heféto._ ‘as to pfécesées
for thesmanuracture of prcducts not on the 1list- attached hereto but which

'b~ ‘reason of - obligations to third parties entered into prior to
ously with the acquisition of the rights therein by the party
ding the part1es hereto can agree upon the scope of the use
ocess: atid 1he compensaiion to be paid therefor and, in any event,
,w‘terms upon whlch the party having such process is willing
In case of

ger
hereto the obligations contalned in this pardgraph 6 shall termipate and
ceaSe.,-v~M....1_ : Lot

. J....

. parties hereto agree that, so far as p0581ble, ‘they- “widdy
through Feports keep each otheér fully advised with respect t¢ raw
materlals, conditions/of markets, inventions and other general informatim
which, in: the opinion of either party, may be useful to the other in the
carrV1ng on of their or its business.

’ 8¢ In so far as it recognizes and confirms exclusive rights to the use
of the name "Merck" this agreement protects the good will of the parties

hereto in their respective businesses and is in perpetuity. Except
where a different term has been spec¢ifically provided in this agreement,

3 . (Over)
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the term -f 'this dgree’®nt and. &ll oblibatlons hereunder, shall continue
fbr a per_od of fifty yearS‘Jrom the daté hereof, excent in so‘far as the
same may be terminated in whole:or in part by mutual ‘consent,. Any- future
agreenents between the parties héleto made: pursuant ‘to.the terms of this
agreenent shall cdontinue for-such period of tlme as: is prov1ded therein,
. f' 1rfespect1ve of the term of this aﬂreement. ‘

..‘-
. .

* 9y C It 1s mutually- agreed that in the event. that elther party hereto
1qst1tute against the other party any. ‘legal proceedings of any nature
Whatsoever upon a cause of dctlon bdsed - upon, arising out of, or in any
way connected*with the terms, ‘oovenants and conq;tions of this agréement
the party against whor such prOceedings are brought, hereby agrees to
accepo Servicé'of pro¢ess or-any other.papers necessary to be served ‘to
“4nstitute such orooeedihpé"and any of -the partners of B. sgPck, or any
of the officers of ierck & Co. Ind are ‘hereby authorized to aceept ‘service
- of" such.process or other papers. -<It-is further agreed that; in-the -event
that Merck & Co., Inc., shall institute any such legal proceedings against
"B. kerck, such oroceedings shall be brought only in a court of. competent
Jur*sdlctlon iH Germany, in the district in ‘which the partnership of
B} liertk has their prihcipal place:of business,.and in such.an eVent - the
) 1ntevdretatlon -ahd ‘construction of the terms of this agreement and the
‘: rlghta and-1liabilities of the parties; arising therefrom, .As well as-their
“remecies, shall bé governed-and determined solely -in acacorddnce -with-the
‘Taw- of'Germany. "In the ‘event that E. Merck shall instifute any- such legal
procecdlngs against Merck .: So.,-In&,, such oroceeainps shall-‘beé' instituted
only in"d*Cowrt of competent jurisdiction of the otdte’ of New Jersey,
‘or the Uniteu States District’Court for the District of New Jersey, snd
“in such’ ‘event the interpretation-and construction of this sgreement; -and
e’ Trights and liabilities of the parties arising therefrom, as well as
“their rercdieés; shall be gcverned and:. aeternuned solely by the laws of
the State of hew Jersey. .

IN*WITNESS WHEHEOF this instrunent has been executed on- behalf of
_E. Merek; party of the first part, by a member oi- the firm ynder his-hand
’ and seal, the WERCK & GO., INC., the party of the second- part, has-caused
‘this instrunent to be signed by its duly authorized offlcers and‘its
. corporate seal to be heneunto affixed the day and: year flnst ébove wrltten.

'g : n.Ech

R et Lo

'By' -Dr. Karl Merck -
A member of thg flrm

Attest: , A mcn & €O, INC. T R
‘ By George Vi, - Merck L
President
‘Oscar R. Ewing _
tee Secretary i ' : :
wl 1‘."",| " '
(D?a'];g & o 3
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Proéesse;noperaped by Merck &‘Coi Inc.

»andp L

E. Merck Darmstadt

Acetamide - =
Aeid. Bengzoic Reagent
Aczd Cbn@mic i

Acid Kydrébnomlc
4cid Hydrooyanie .
Acid Hypophosphorous :
Acid Iodic
acid Iodic Anhydrlae = =
Acid iieconic
Acid Oxalig C. P, & Reagent
Acid ailicic C. P. .
“Acid Sulphanlllc C. P.
Acid Sulphocarbolic
Acid Sulphesalicylic
Acid Sulphuriec.argmatic.U,S.P.
Aluminym acetate bolution N.P.
Aluminum Nitrate C.P.
Aluminum Phosphate
Aluminum Sulphate N.P.V. & C.P.
. tAmménium Acetate
. Ammonium Bemzoate :
Ammoriium Chloride U.S.P. s C.P. & Reagent
Ammonium Chromate :
Ammonium Citrate
Ammonium. Dichromate
Anmonium Ioqide .
Ammonium Nitrate, Pure, PP & Reagent
Ammonium Oxslate
Ammonium Phosphates N,F., C.P, & Reagent
Ammoniym 3alicylate
ammonium Sulphate,’ Pure C,P, & Reagent
Amgonium Sulphide, aolution
Ammonium Tartrate X
amyl Nitrite .: , St
Amyl Salicylate - B
Aniline hydrochloride
Aniline Sulphate :
Antimony. Chloride oolution )
Antimony Sulphurated :
Apiol Fluid .Green. s
Apomorphlne liyarochloride . .
Arsenic thoride (ous) .
Arsenic Iodide (ous)
Barbital .
Barbltal Soidum
. Barium Acetate :
nBarlum Carbpnate Pure Precip. C.P. & Reagent
!'‘Barjum Ghloride C.F. & Reagent
Bar;um Ghromate:.- .
Barium Nitra&e €.P. &. Reagent
Bariun Sulphate C... e
Benzeng G.P,. & Reagent o
. .iBenzjlsu;einate P
'[‘jiB;$mgth Betagaphthol
" "'Bismuth Chloride

5 : (Over)



Case 2:11-cv-04323-WJIM -MF Document 13 Filed 07/26/11 Page 78 of 123 PagelD: 175

T otelet

PSP Smuth -Citrate S afie UL
Bismuth nydroxlae

Bismuth Nitrate--<

Bismuth OXJchlpride )
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NOTICE OF INTENTION TO SEEK TERMINATION OF THE CONSENT DECREE IN
UNITED STATES v. MERCK & CO., INC., ET AL.

PLEASE TAKE NOTICE that Merck Sharp & Dohme Corp. (“Merck”), has submitted a
request to the Antitrust Division of the United States Department of Justice (“Antitrust
Division™) to support Merck in obtaining termination of the Final Judgment entered in United
States v. Merck & Co., Inc., et al., Civil No. 3159 (D.N.J. 1943), on October 6, 1945 (the
“Consent Decree””). Merck is publishing this notice of its intention to seek termination of the
Consent Decree so that any interested persons can submit comments to the Antitrust Division
with respect to the proposed termination.

On October 28, 1943, the United States filed a complaint alleging that Merck and E.
Merck (a corporation doing business in Darmstadt, Germany that is now known as Merck
KGaA) had agreed to allocate customers and territories between themselves in the sale and
distribution of chemical and pharmaceutical products made by them, in violation of Section 1 of
the Sherman Act, 15 U.S.C. § 1. The suit was resolved in 1945 by entry of the Consent Decree.

The Consent Decree prohibits Merck and E-Merck from, inter alia, entering into or
furthering any agreement to (1) allocate markets or customers or refrain from competing in the
manufacture, sale, distribution, or import/export of any chemical or pharmaceutical product; (2)
create or observe an obligation to exchange or license rights relating to any chemical or
pharmaceutical product; (3) establish terms or conditions upon which patents relating to any
chemical or pharmaceutical product will be licensed or any chemical product will be sold by or
to others; and (4) fix prices for any chemical or pharmaceutical product. Merck is seeking the

termination of the Consent Decree because the Decree no longer serves the public interest and
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inhibits the companies from potentially engaging in procompetitive transactions that would
benefit consumers.

Interested persons are invited to submit comments regarding the potential termination of
the Consent Decree to the Antitrust Division. Comments must be received by the Antitrust
Division by October 1, 2010. Comments should be addressed to Donna M. Kooperstein, Chief,
Transportation, Energy, and Agriculture Section, Antitrust Division, U.S. Department of Justice,

450 Fifth Street, N.W., Washington, DC 20530.
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<$ THE NEWS THIS WEEK Vol. 72, No. 34  August 23, 2010

Comparative Effectiveness Research
New Forums For Lingering Concerns

« PCORI should take lead on public GER inventory, pharma groups tell HHS — Development of a publicly
available repository of comparative effectiveness research should grow out of the work of the soon-to-be-
established Patient Centered Outcomes Research Institute, groups representing pharmaceutical industry
interests urge in recent comments to HHS. The comments reflect a concern with the potential market impact
of making CER available through a government-sponsored website, and thus appearing to be endorsed by
HHS, without industry being allowed a formal role in the selection of studies or in how they are presented.
The comments respond to a July request for iINfOrmMation..........c.ccoovii it e 3

e HHS CER catalog may not be sustainable without clear funding stream, NIH says - In response to an HHS
request for information on establishing a Web-based inventory of comparative effectiveness research, the
National Institutes of Health caution that “an inventory that would be created as an unfunded mandate would
NOL BE SUSTAINADIE™ .. e e e et e et bt e e et e e ae s e e ba e e ebae e ens 5

Top Regulatory News
Risk Management Approaches In Practice, And Sometimes In Theory

s Cymbalta chronic pain lahel: FDA expresses faith in physicians’ judgment — Advisory committee members
were worried about giving the drug a general indication for chronic pain or musculoskeletal pain, but FDA
said it would write the label with specific information describing appropriate uses for the drug so that
physicians would be able to select APPropriate PALICIS .........ccceriiviieiereriiirtieieeaerreeeorerneeeesearnrerreraceseanneaaaeaainnes 13

o (Class-wide REMS for anti-epileplics remains a work in progress — FDA told sponsors in December 2008 to
add a warning of increased risk of suicidality to their products’ labeling and develop a REMS including a
Medication Guide. After 20 months, however, only half of the products have added a risk management plan...... 17

e GSK, Valeant willing to exclude some epitepsy patients from Potiga market - Readiness to leave out
epilepsy patients who are at greater risk of urinary retention — such as those on drugs that impair bladder
function, those predisposed to urinary retention and those unable to describe their own symptoms — from the
treatment population may help speed approval for the adjunctive therapy ezogabine. Already-prepared REMS
also makes it more likely product will hit end-of-month user fee date ...........cocoviiiii 14

R&D Updates

« Lilly to cease development of Aizheimer's drug — Eli Lilly halts development of its Phase III Alzheimer’s drug
candidate semagacestat, casting some doubt on the efficacy of novel gamma secretase inhibitor drugs and slowing
Lilly’s late-stage pipeline. An interim analysis of two late-stage trials showed patients taking semagacestat not only
fatled to show improvement, they displayed a worsening of cognition and ability to perform tasks related to daily
living, compared to placebo. Results may deal a blow to the amyloid hypothesis in Alzheimer’s..........ccoceee i "

© 2010 F-D-C Reports, Inc., an Elsevier company. All rights reserved. Repraduction, photacopying, storage or transmission by magnatic or electronic means is strictly
prohibited by law. For bulk reprints of Elsevier Business Intelligence articles contact Ken May, Elsevier, at 914-332-1419. Authorization to photocopy items for internal
use is granted by Elsevier Business intelligence, when the fee of $25.00 per copy of each page is paid directly to Copyright Clearance Center, 222 Rosewood Dr.,
Danvers, MA 01923, 978-750-8400. The Transaction Reparting Service fee code is: 1530-6240/10 $0.00 + $25.00. Violation of copyright will result in legal action, including
civil andfor criminal penalties, and suspension of service.
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THE NEWS THIS WEEK (continued) Page 2

Health Care Reform

o Gefting to know HHS: insurance oversight management team is complete — Top level staffing for the HHS Office of
Consumer Information and Insurance Oversight will be complete when former Pennsylvania Insurance
Commissioner Joel Ario joins Aug. 30. The OCIHO will oversee implementation of the commercial insurance
market expansion and reforms mandated by the health reform 1aw . ... e 6

Developments In Deal-Making

o  Deals of the Week: Medco/United BioSource, Aspen/Sigma, Biogen/Knopp - PBM Medco expanded its capabilities to
include drug-outcomes-based research for pharmaceutical companies by purchasing United BioSource this past
week, while South Africa’s Aspen became a player in Australia through a buyout of Sigma’s pharmaceutical
OPEIAONS ...o.veiteeeeeee ettt ettt et e ee e ee e e st e et eae e e et eae et et et e et e eet et er et ean et e e e A ersssessR et abe e bt resreresa et ene s ea et 9

More Regulatory And Business News

o FDA Science Board recommends larger nanotech program budget — Science Board members say $7.3 million
agency requested in its fiscal 2011 request for its first dedicated budget for nanotechnology is not enough.
Agency should jump on the “leadership moinent” to belp shape nano standards for the world, Applebaum
says. Board discusses ways to reach out for more funding................o. 18

o Safety problems help AstraZeneca win suit brought by former pariner Verus - Court tosses out Verus
Phanmaceuticals’ $1.28 billion breach of contract suit against AstraZeneca, concluding the firm had the right to halt
development of a pediatric formulation of the asthma drug budesonide before an end of Phase II meeting with FDA.
AstraZeneca said safety problems precluded further development. The now defunct Verus, which sold off all its
other businesses after forming a partnership with AstraZeneca, plans to appeal the decision ..., 20

o Business news in brief — Novartis, with a strong emphasis on detailing its new hypertension drug Valturna
(aliskiren/valsartan), saw its volume of sales calls to doctors, nurses and pbysician assistants increase by 7
percent during the first half of 2010, in contrast to an overall industry decrease of 1 percent, market analytics
firm SDI reports. Johnson & Jobnson appoints Jong-time exec Ajit Shetty to lead a new quality control
organization across diverse business units, a move that is a key step to showing it has control over
manufacturing issues following recalls of several consumer products. Plus updates on the Novartis/Alcon

deal and potential Sanofi-Aventis/Genzyme deal ... 1
o Merck recalls losartan tahs due to labeling error; More reCalls .....ooo.iivoiiriioie e 21
o Bedford receives approval for sumatriptan subcutaneous injection; more ANDAS ....coocevnviirinniiiniriniiieeeens 19
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“The Pink Sheet” 3

PCORI Should Take Lead On Public CER Inventory, Pharma Groups Tell HHS

Development of a publicly available repository of
comparative effectiveness research should grow out
of the work of the soon-to-be established Patient
Centered Outcomes Research Institute, groups
representing pharmaceutical industry interests urged
in recent comments to HHS.

The comments reflect a concern with the potential
market impact of making CER available through a
government-sponsored website, and thus appearing
to be eudorsed by HHS, without industry being
allowed a formal role in the selection of studies or
in how they are presented.

The comments respond to a July 19 request for
information from HHS on establishing a public
catalog of comparative effectiveness studies that
would facilitate access to data for a broad group of
stakeholders and also identify gaps in research
(“The Pink Sheet,” Aug. 2, 2010). The notice came
trom the office of newly installed Assistant
Secretary for Planning and Evaluation Sherry Glied.

Submissions by the Pharmaceutical Research and
Manufacturers Association, the National
Pharmaceutical Council and the Partnership to
[mprove Patient Care recall arguments made during
the debate over establishing a national CER institute
as the health reform bill moved through Congress.

During the debate, industry argued that
biopharmaceutical firms should be permitted to
participate in the establishment of an institute that
would coordinate, direct and serve as a source of
CE research. In the end, industry obtained its seat at
the table and the health reform law established the
Patient Centered Outcomes Research Institute as a
public-private entity.

PCORLI’s governing board, which the statute says
will include representatives of private sector
companies, is scheduled to be announced by the
Government Accountability Office in September
(“The Pink Sheet,” June 30, 2010). Also next
month, GAO will solicit nominees for the institute’s
methodology committee, which will play a key role
in developing and identifying standards for
research. The methodology group may include
members from private industry.

In its comments, dated Aug. 9, PARMA says “to
help ensure the CER inventory is useful and
sustainable, HHS should build it in collaboration

with the PCORI created by Congress.” PCORI
“offers a significant new opportunity for a federally
supported CER program that is objective, patient-
centered, inclusive of multiple stakeholders, and
sustainable over the long-term.”

PhRMA suggests that HHS clarify that the
inventory will not include HHS recommendations or
guidance and will “serve simply as a research
database.” The group also requests more detailed
guidance from HHS on the types of studies and
analyses that qualify as CER.

For example, HHS stated the database could include
self-reported data from a wide range of sources,
including “gray literature,” which “are not always
subject to rigorous peer review,” PhRMA said.

Comments from the National Pharmaceutical
Council seek to ensure the data included in the
inventory are limited to comparative clinical
effectiveness, another major industry concern in the
CER debate. NPC is supported by major
pharmaceutical firms.

Like PhRMA, NPC recommended that once the
PCORI methodology committee has developed
research standards, those should be used as the
“minimum criteria for studies to be included in an
inventory.”

In the meantime, NPC suggested that a recently
developed framework for evaluating observational
CE studies known as the GRACE (Good Research
for Comparative Effectiveness) Principles could be
used to evaluate such studies for inclusion in the
inventory.

GRACE Princjples For Observational Data

Released in April, the GRACE principles were
developed by Cambridge, Mass.-based OQutcome
Sciences, a provider of patient registries,
technologies and studies to evaluate real-world
outcomes, with seed funding from NPC. The
principles, which have been endorsed by the
International Society of Pharmacoepidemiology,
center around three basic questions:

¢  Were the study plans, including research
questions, main comparisons, outcome, etc.
specified in advance of conducting the study?

Unauthorized phatocopying is prohibited by law. See page one.
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e Was the study conducted and analyzed in a
manner consistent with good practices, and
reported in enough detail for evaluation and
replication?

* How valid is the interpretation of
comparative effectiveness for the
population of interest, assuming sound
methodology and appropriate follow-up?

In separate comments, the Partnership Lo Improve
Patient Care made similar arguments on the need for
developing methodological standards for research.
“It is our concern that developing this list without
the guidelines provided by standardized methods
would only be of use to others than patients and
doctors and could possibly be used

inappropriately,” PIPC said.

By developing an inventory in conjunction with
PCORI, HHS can “ensure that the diverse
perspectives and needs of patients and providers are
fully considered as the inventory is developed,” the
group urged. In this way, “PCORI could address
questions like how the inventory will incorporate
and assimilate studies on the same interventions that
include different outcomes.”

Furthermore, PIPC said, it is “very important for
CER to consider factors such as patient reported
outcomes, quality of life, and productivity, but not
all studies evaluate these outcomes.”

PIPC is a CER policy group formed in November
2008 with support from PhRMA, the Biotechnology
Industry Organization, the Advanced Medical
Technology Association and patient and advocacy
groups. It is led by former California Democratic
congressman Tony Coelho.

PhRMA advises that HHS" initial focus be on
developing an inventory of federally funded CER
before moving ahead with a catalog of CER by non-
profit or private organizations. Currently, “there is
not a single public resource that comprehensively
documents the projects, locations, funding amounts,
status and results of the individual CER projects”
being funded by HHS, PhRMA pointed out.

FDA Drug Advertising Rules An Obstacle

The group highlighted one issue that could hamper
biopharmaceutical firms from contributing
commercially developed research to the HHS

inventory —- FDA rules on comparative effectiveness
claims in drug advertising and communications.

FDA considers drug labeling or advertising
misleading if it contains a representation, not
approved for use, that a drug is better, more
effective, useful in a broader range of conditions or
patients, safer or has fewer side effects than “has
been demonstrated by substantial evidence or
substantial ctinical experience,” PARMA noted.

As aresult, “we recognize that many comnparative
studies and evidence syntheses might not meet the
FDA’s exacting standards for inclusion in a
company’s professional drug labeling and
promotion; however, such studies could
nevertheless be considered of high quality and
useful in helping to inform decision making,” the
group maintained.

The trade group asks that HHS work with FDA to
consider potential approaches to address the
problem and “provide a mechanism to enable
manufacturers, which play a prominent role in
generating research, to voluntarily provide relevant,
reliable, and scientifically valid studies to the
database.”

In its comments, America’s Health Insurance Plans
urged HHS to coordinate with FDA to include in the
inventory approval notices on new drugs and
biologics and approved labeling or product
literature provided to FDA or the public. Data
supporting Medicare coverage decisions by the
Centers for Medicare and Medicaid Services would
also be valuable, AHIP said.

Other features of the inventory suggested by the
insurers’ trade group include:

e Head-to-head comparisons of new drugs to
existing drugs that treat the same condition,
both within classes and across classes.

e Direct comparisons of pharmacotherapy
outcomes with and without prior genetic
testing.

e How new treatments work in the real world,
for example in populations with co-
morbidities, and not only within the
research design.

— Cathy Kelly (c.kelly@elsevier.com)
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HHS CER Catalog May Not Be Sustainable Without Clear Funding Stream — NIH

A Web-based inventory of comparative effectiveness
research sponsored by HHS would need dedicated
funding to be sustainable, the National Institutes of
Health cautions in Aug. 9 comments to the HHS
Assistant Secretary for Planning and Evaluation.

“Sustainability should be a main consideration for
the design and development of the inventory,” NIH
Office of Science Policy Analysis Director Lynn
Hudson said. The comments were culled from
NIH’s 27 institutes and centers.

They addressed a recent HHS request for input on
establishing a public catalog of CE studies that
would facilitate access to data for a broad group of
stakeholders and also identify gaps in research
(“The Pink Sheet,” Aug. 2, 2010).

“Few electronic database resources which are for the
public good are sustainable without government
support,” the comments state. “The federal agencies
should underwrite the cost of sustaining and
developing the inventory in the same way” as the
Library of Medicine’s PubMed research database and
the National Center for Biotechnology Information’s
GENSAT database of gene mapping data.

“There is great concern, however, that an inventory
that would be created as an unfunded mandate
would not be sustainable,” the comments assert.

“Creating yet another ‘single purpose’ resource
(inventory) may not necessarily meet the stated
goals,” NIH says. However, “it makes sense to
make it easy for people to find out what kinds of
CER-related resources are available — a meta-
inventory perhaps.”

NIH’s ClinicalTrials.gov database of clinical studies
s “already, in some sense, an inventory of CER
since some clinical trials are CER,” the comments
continue, suggesting that its database could inform
HHS’ thinking on the resources needed for a CER
inventory.

“The Clinical Trials.gov team are experts on how
difficult it is to create a data resource that meets
multiple user needs, including real data, etc. They
could provide some data about the ongoing cost of
maintaining such a resource.”

— Cathy Kelly (c.kelly@elsevier.com)
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Getting To Know HHS: Insurance Oversight Management Team Is Complete

Top level staffing for the HHS Office of Consumer
Information and Insurance Oversight will be
complete when former Pennsylvania Insurance
Commissioner Joel Arie joins Aug. 30.

Ario has been appointed deputy director of the
office of health insurance exchanges within the
OCIIO. He has served as insurance commissioner in
Pennsylvania since July 2007.

Ario is the third state insurance commissioner to be
tapped for a leadership role in the new office, which
should ensure a high level of scrutiny of the
insurance industry. OCIIO will oversee
implementation of the commercial insurance market
expansion and reforms mandated by the health
reform law (“The Pink Sheet,” May 17, 2010).

The OCIIO is headed by Director Jay Angoff, a
former Missouri insurance commissioner with a
track record of challenging insurance company rates
through litigation.

And OCIIO Deputy Director Steve Larsen was
previously the Maryland insurance commissioner
from 1997 to 2003. He now heads the office of
oversight within OCIIO.

The OCIIO has four deputy directors. In addition to
Ario and Larsen, Elizabeth Fowler is deputy
director for policy. She joined the office from
Capitol Hill, where she played a key role in
developing the Affordable Care Act as the top
health reform staffer to Senate Finance Committee

Chairman Max Baucus, D-Mont. (“The Pink Sheet”
DAILY, July 14, 2010).

Richard Popper is deputy director of the office of
insurance programs. He previously was executive
director of the Maryland Health Insurance Plan
from 2002 to 2010. In that role, he was responsible
for running Maryland’s high-nsk insurance pool.

Karen Pollitz is deputy director of the office of
consumer support. She is a former professor at the
Georgetown University Health Policy Institute. Pollitz
also previously served as the assistant deputy secretary
for legislation at HHS from 1993 to 1997.

The OCIIO has initiated a number of health reform
regulations over the past few months They include:
new rules giving consumers the right to appeal
health plan decisions; requirements that new health
plans cover preventive services, including vaccines,
without cost-sharing (“The Pink Sheet,” July 19,
2010); and rules defining when plans are considered
to be “new” and so unable to claim a grandfather
exemption from some insurance market reforms.

The office has also issued requests for input on a
number of topics, such as what standards health
insurance exchanges should be required to meet,
new requirements for the way health plans
determine medical loss ratios, and how to conduct
health plan premium rate reviews.

— Cathy Kelly (c.kelly@elsevier.com)
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Business News In Brief

Novartis runs counter to sales call trends for first hall of 2010: With a strong emphasis on detailing newly
launched hypertension drug Valturna (aliskiren/valsartan), Novartis saw its volume of sales calls to doctors,
nurses and physician assistants increase 7 percent during the first half of 2010, in contrast to industry trends. In
a newly issued report, health care market analytics firm SDI announced overail sales calls by pharma companies
to clinicians decreased 1 percent during the first six months of the year, compared to the second half of 2009.
Based on SDI's findings, Merck sales calls declined 16 percent and GlaxoSmithKline’s 7 percent. The industry’s
biggest company, Pfizer, posted a 2 percent decrease in sales calls during the half-year. At Novartis, a full
19 percent of sales calls were used to discuss Valturna, a combination drug approved by FDA last September
that comprises the active ingredients in Diovan and Tekturna (Pharmaceutical Approvals Monthly, October
2009). With pharmaceutical sales forces being reduced in recent years, the drop in sales calls may be slowing.
SDI Associate Director of Syndicated Analytics Jason Fox said, but in-person calls remain the most popular
method of informing clinicians of new drugs, second only to product sampling.

Genzyme's sale price speculation: The surfeit of reports regarding Sanofi-Aventis’ attempts to purchase
Genzyme probably means the two companies are now engaged in discussions, if not actual price negotiations,
Bernstein Research analyst Geoffrey Porges suggested in an Aug. 20 note. “The best guess is that these
discussions are focused on enhancing Sanofi’s understanding of Genzyme's businesses, rather than on deal
negotiation,” he wrote. “It also seems feasible that the two parties have entered into a confidentiality agreement,
or are in the process of negotiating one.” Such an agreement might include a standstill clause or require written
indication of interest at a certain price, but it also could provide an exclusivity period for Sanofi, Porges added.
It would be in Sanofi’s interest to keep another bidder from getting involved, as Porges’ research of seven prior
similar merger deals shows an agreement has been reached at 10 percent to 15 percent above the initial offer, but
at 20 percent to 25 percent higher if a second bidder emerges. If Sanofi remains the lone bidder, Porges predicts
the French pharma will buy Genzyme at about $76-$79 per share early in 2011, but the price could rise to
$83-$86 a share if another bidder comes into play.

Novartis scores modest victories in its bid for Alcon: In mid-August, Novartis scored two modest victories in its
efforts to secure 100 percent ownership of ophthalmology specialist Alcon. On Aug. 14, China’s Ministry of
Commerce conditionally approved the transaction, provided Novartis agrees not to sell a pre-merger
ophthalmological anti-infective and halts a sales partnership with a Taiwanese contact-lens maker (PharmAsia
News, Aug. 17, 2010). On Aug. 16, the Swiss pharma announced five of its nominges had been electcd to Alcon’s
board of directors, replacing the five Nestle representatives on the board. Despite these small wins, Novartis must
still sway to its side independent Alcon shareholders, who own 23 percent of the company and are unhappy with
their lower per-share offer. It remains to be seen whether the shareholders’ legal claims will hold up well enough
to halt the merger; they may also be gambling that Novartis will simply tire of fighting them in order to seal the
deal in a timely fashion. If Novartis were to pay independent shareholders $180 a share — the same price offered
Nestle — the cost of acquiring the independent shareholders’ stake would climb from $9.8 billion to $12.5 hillion.
Given that Novartis is already on the hook for roughly $40 billion, the pharma could decide the additional money
might not be worth a protracted battle with dissidents (“The Pink Sheet” DAILY, Aug. 16, 2010).

J&J creates position focused on guality control: Hit hard by manufacturing problems associated with its
pediatric Tylenol and other over-the-counter medicines, Johnson & Johnson has appointed long-time executive
Ajit Shetty to lead a new organization within the health care giant that will guarantee quality production across
its diverse business units. The news, announced internally to J&J employees last week, was first reported by the
Wall Street Journal. Under the new quality control framework, Shetty will manage the chief quality officers for
each of J&I's business groups; the managers of the firm’s 120 world-wide manufacturing facilities will also
report directly to Shetty’s group. One of Shetty’s near-term objectives must be overhauling operations at the
McNeil Consumer Healthcare Unit’s Fort Washington, Pa. plant. This spring the company recalled 1,500 lots of
pediatric Tylenol, Benadryl, Motrin and Zyrtec liquids manufactured at the site due to potential super-potency
or inert particulate matter in suspension. The appointment of Shetty is a key step in J&J’s ability to demonstrate
to consumers — as well as FDA and Congress, which continue to investigate the company — that it has control
over its manufacturing dilemmas (“The Tan Sheet,” July 26, 2010).
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NOTICE OF INTENTION TO SEEK

TERMINATION OF THE CONSENT DECREE IN
UNITED STATES v. MERCK & CO., INC., ET AL.

PLEASE TAKE NOTICE that Merck Sharp &
Dohme Corp. (*Merck”) has submitted a request to
the Antitrust Division of the Untted States Department
of Justice (“Antitrust Division™) to support Merck in
obtaining termination of the Final Judgment entered
in United States v. Merck & Co., Inc., et al., Civil
No. 3159 (D.N.J. 1943), on October 6, 1945 (the
“Consent Decree”). Merck is publishing this notice of
its intention to seek termination of the Consent Decree
so that any interested persons can submit comments
to the Antitrust Division with respect to the proposed
termination.

On October 28, 1943, the United States filed
a complaint alleging that Merck and E. Merck (a
corporation doing business in Darmstadt, Germany, that
is now known as Merck KGaA) had agreed to allocate
customers and territories between themselves in the
sale and distribution of chemical and pharmaceutical
products made by them, in violation of Section 1 of the
Sherman Act, 15 U.S.C. § 1. The suit was resolved in
1945 by entry of the Consent Decree.

The Consent Decree prohibits Merck and
E. Merck from, inter alia, entering into or furthering
any agreement to (1) allocate markets or customers
or refrain from competing in the manufacture, sale,
distribution, or import/export of any chemical or
pharmaceutical product; (2) create or observe an
obligation to exchange or license rights relating to
any chemical or pharmaceutical product; (3) establish
terms or conditions upon which patents relating to any
chemical or pharmaceutical product will be licensed
or any chemical product will be sold by or to others;
and (4) fix prices for any chemical or pharmaceutical
product. Merck is seeking the termination of the
Consent Decree because the Decree no Ionger serves
the public interest and inhibits the companies from
potentially engaging in procompetitive transactions
that would benefit consumers.

Interested persons are invited to submit comments
regarding the potential termination of the Consent
Decree to the Antitrust Division. Comments must
be received by the Antitrust Division by October
1, 2010. Comments should be addressed to Donna
M. Kooperstein, Chief, Transportation, Energy,
and Agriculture Section, Antitrust Division, U.S.
Department of Justice, 450 Fifth Street, N.W,
Washington, DC 20530.
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Deals 0f The Week: Medco/United BioSource, Aspen/Sigma, Biogen/Knopp ...

Each week, “The Pink Sheet” presents commentary on
some of the week’s most interesting business deals,
contributed by the editors of the IN VIVO blog. Visit
the blog at hutp://invivoblog.blogspot.com/.

Medco/United BioSource: If you have any doubts
about the importance of outcomes-based research in
the post-health care reform era, look no further than
Medco’s Aug. 16 announcement that it plans to
acquire the Bethesda, Md.-based information
services company United BioSource Corp. (UBC)
for $730 million. The tie-up gives the pharmacy
benefit manager a new business capability — drug
outcomes-based research for biopharma companies
— that’s likely to be a valuable service in today’s
comparative effectiveness era.

Among other things, UBC is the market leader in
designing and conducting risk evaluation and
mitigation strategies for new medicines. UBC says it
has been involved in the design, implementation and/or
assessment of more than 60 REMS and predecessor
programs, known as risk minimization action plans. In
addition to safety and risk management, UBC focuses
on health economics and outcomes research, including
drug cost-benefit and cost-effectiveness analyses. UBC
also brings Medco the capacity to conduct post-
approval research in Europe and Japan.

Medco’s deal with UBC is more strategic in nature
than recent moves by CVS Caremark and Express
Scripts, PBMs which have aimed to add volume by
acquiring large chunks of business from insurers. 1n
July, CVS Caremark announced a 12-year contract
with Aetna to manage duties previously handled by
the insurer’s internal PBM covering 9.7 million plan
members. That followed Express Scripts’ outright
purchase of WellPoint’s internal PBM, NextRx,
which handles pharmacy benefits for about
25 million customers.

Aspen/Sigma: The beleaguered Australian-based
health care firm Sigma finally bought its way out of
a jam, inking a deal Aug. 16 with South Africa-
based Aspen Pharmacare. Under the terms of the
deal, Sigma, the largest pharmaceutical
manufacturer by volume in Australia, will sell its
pharmaceutical group to Africa’s largest drug maker
for 900 million Australian dollars ($811 million).

In hiving off the branded and generics drug unit and
its most profitable division, Sigma once again will

“The quk Sheet)l’ presents :
- Deals Of The Week

- From The IN VIVO Blog

become a wholesale distributor; it also will be able
to retire its total debt burden of A$785 million
($654 million). Sigma ran into trouble after
spending $2.2 billion to acquire generics maker
Arrow in 2005, with write-downs associated with
that transaction resulting in a A$389 million loss for
the 12 months to Jan. 31, 2010.

Interestingly, even though Aspen already has
operations in Australia, the company also has com-
mitted to a long-term supply, distribution and logistics
agreement with Sigma. According to affiliated
publication PharmAsia News, opinions about the
deal’s value vary, in part because the continued
relationship between the two companies carries
execution risks for Aspen (PharmAsia News, Aug. 17,
2010). There are risks for Sigma as well, including
whether the Aussie company’s new CEO Mark Hooper
can find growth in a generics-free company.

BioMarin/ZyStor Therapeutics: In a move to
bolster its orphan drug pipeline, BioMarin
Pharmaceutical has acquired enzyme replacement
specialist ZyStor Therapeutics of Milwaukee for up
to $115 million in upfront and milestone payments.
As with many recent buyouts of private startups, the
deal is back-end loaded, with a modest upfront
payment of $22 million plus a $93 million earn-out.

Under the deal, announced Aug. 17, BioMarin gets
ZyStor's ZC-701, a novel therapy to treat the
inherited enzyme deficiency Pompe disease, as well
as a platform to create additional future enzyme
replacement therapies. BioMarin says 2ZC-701
features a faster development timeline and lower
projected development costs than its in-house
candidate for Pompe disease, BMN-103. (Both
compounds are in preclinical development.)

The deal illustrates the new math currently in
operation at many venture-backed companies. In
order to advance ZC-701 through proof-of-concept,
ZyStor would have had to raise a much larger round
of capital; instead ZyStor’s backers, chiefly a
syndicate of Midwestern venture firms, chose to
sell. Given the $22 million upfront, ZyStor
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investors got their money back, but only just. The
step-up multiple was a meager 1.5x, meaning the
deal value was only 50 percent more than the
amount of cash raised privately. Add in the earn-
out, and the multiple could rise to 7.5x, higher than
the average return for private biotechs acquired
in 2009.

BioMarin wouldn’t discuss the duration of the earn-out
or the timing of specific milestones, except to say that
one $13 million payment will be made when the first
patient is enrolled in ZC-701’s Phase III trials.

Biogen Idec/Knopp: In its first deal since new CEO
George Scangos took the reins in mid-July, Biogen
Idec will pay $80 million upfront to privately held
Knopp Neurosciences in exchange for worldwide
rights to develop and commercialize KNS-760704
for amyotrophic lateral sclerosis.

The deal comes with significant financial upside for
Knopp, including a $20 million upfront payment,
Biogen’s $60 million equity investment, and
potential regulatory and sales milestones of around
$265 million. (Yes, there are double-digit sales
royalties too — and the smaller biotech retains U.S.
co-commercialization rights to the product.)

But the deal is notable for another reason: in an
interview with “The Pink Sheet” Daily, Knopp’s VP
of Business Development Tom Petzinger noted
proceeds from the deal will be distributed to the
company’s investors, which include Saturn Partners,
Kramer Capital Partners and LaunchCyte (“The
Pink Sheet” DAILY, Aug. 18, 2010).

Does that mean the licensing deal provides Knopp’s
backers with an exit? Or is this perhaps a share
buyback? Deals of the Week’'s curiosity was
sufficiently piqued to warrant a call to Petzinger,
who clarified the distribution is not an exit and the
shareholders retain all their equity. Rather, as a
goodwill gesture to its investors, Knopp is handing
back excess cash. No word yet on whether the
investors also sought to bestow a similar act of
kindness on their limited partners.

Novartis/Quark: Novartis has agreed to pay Quark
Pharmaceuticals $10 million for the option to later in-
license QPI-1002, a systemically delivered synthetic
siRNA currently in Phase II for prevention of acute
kidney injury in patients undergoing major
cardiovascular surgery and for prophylaxis of delayed
graft function in patients receiving kidney transplants.

The companies revealed few details of the Aug. 18
agreement. The exercise fee and milestones for
‘1002 could reach $670 million but Quark CEO
Daniel Zurr was not able to break down those
biobucks more specifically or say when Novartis’
option kicks in. Of course there are royalties on net
sales too — if a drug ever reaches the market. In an
interview, Zurr could only say he was “quite happy”
with the royaity rate (“The Pink Sheet” DAILY,
Aug. 19, 2010).

Also left unanswered is what the tie-up means for
Novartis’ ongoing collaboration with Alnylam,
under which the two companies are developing
RNAIi candidates in a variety of therapeutic areas.
Originally a three-year agreement, Novartis has
extended the Alnylam partnership twice for one
year, with a termination date coming in October. At
that time, Novartis will have to decide whether to
non-exclusively license the Alnylam platform and
further increase its ownership stake in the RNAI
pioneer.

Abbott/SkyePharma: Back in January, FDA
declined to approve SkyePharma’s Flutiform fixed-
dose combination asthma product, instead issuing a
complete response letter. After a June meeting with
the agency, it became clear the companies would
need to conduct additional clinical trials. In our No-
Deal of the Week, the other shoe dropped on Aug.
20, with Abbott backing out of the Flutiform deal
(one originally signed by Kos back in 2006 for $25
mitlion upfront and renegotiated slightly by Abbott
in 2008), penalty-free.

Skye hasn’t given up on the project, according to a
statement, but won’t be taking home a break-up fee
to keep it warm during those cold English summer
nights, either. The therapy remains under review in
Europe, where — perhaps luckily for Skye — “the
regulatory approach is different from the United
States,” the release notes. If Skye sees a path
forward in the U.S. it will try to sign up another
marketing partner. For now, nobody seems
surprised by Abbott’s decision — yet SkyePharma’s
shares still slid 2.5 percent on the news.

— Ellen Foster Licking (e.licking @elsevier.com),
Alex Lash (a.lash@elsevier.com),

Paul Bonanos (p.bonanos@elsevier.coimn),

Cathy Kelly (c.kelly@elsevier.com),

Chris Morrison (c.morrison@elsevier.com),
Daniel Poppy (d.poppy@elsevier.com) and
Joseph Haas (j.haas@elsevier.com)
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Termination of Consent Decree in U.S. v. Merck & Co., Inc.

MERCK & CO., INC., ET AL.
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agreement to (1) allocate markels or customers or refrain from competing in the manufacture. sale.
distnbution. or import/export of any chemical or pharmaceutical product: {2) create or abserve an obligation to
exchange or license rights relating to any chemical or pharmaceutical product: {3) establish terms or conditions
upon which patents relating to any chemical or pharmaceutical product will be licensed or any chemical product
will be scld by or to others; and {4) fix prices for any chenucal or pharmaceutical product. Merck is seeking the
termination of the Consent Decree because the Decree no longer serves the public interest and inhibits the
companies from potentially engaging in procompetitive transactions that would benefit consumers.

interested persons are invited to submit comments regarding the potential termination of the Conseant
Decree to the Antitrust Divisien. Comments must be received by the Antitrust Division by October 1,
2010. Comments should be addressed to Donna M. Kooperstein. Chief, Transportation. Energy, and
Agriculture Section, Antitrust Division, U.S. Depaniment of Justice. 450 Fifth Street, N.W., Washington, D.C
20530.
Aug 23, 2010

Want To Sample Our Asia Content? Roche, Pfizer and More -

Complimentary From PharmAsia News
The editorial team of PharmAsia News is pieased to provide a co

of tonies that
highlight major themes to be discussed during Windhover's Pharm
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a Summit {Oct

PharmAsia Summit will bring Asian, U.S. and European industry leaders to San Francisco to share their
experiences and help those working in Asia and the West to better understand the camplex challenges and
equally attractive opportunities.in China, India, Korea, Singapore and Japan.

Asia pharma leaders are coming to San Francisco! Oct 25-26. Be there to meet them and hear real-world case
studies on what works. and what 1o avoid. For more information, click here to visit the PharmAsia Summit
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A Revolution in Physician Targeting

0sa

PR ORI R T ey

With a challenging market and struggling economy, there’s no better time
than now to re-examine the way physician targeting is done. This white
paper shares how several savvy pharmaceutical companies are using in-
house predictive modeling to make more productive sales and marketing
decisions based on deeper analytic insights instead of the traditional top-
decile rankings. Discover why traditional methods of physician targeting are
not enough and how to differentiate and compete with predictive analytics.

Download here.
Aug 09,2010
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4 Drug Development
Keeping Up With FDA's Thinking May Slow Down Drug Development

o Roche's T-O0M1 early filing timeline backfires — FDA refused to file Roche's BLA for breast cancer agent
trastuzumab-DM [ (T-DM1), a conjugated version of Herceptin, for accelerated approval. The news is another blow
to Roche; which has already faced two significant pipeline setbacks this summer. FDA’s refusal to file may dampen
investor enthusiasm in the antibody drug conjugate space, but the decision: appears to have more to do with the
agency’s thinking on aceelerated and data requirements than the technology itSelf ... v 3

«  Chronic pain indications will be harder ta come by, FDA says — During the Cymbalta advisory panel meeting, FDA
says its thinking on pain claims has evolved and it plans new guidance on clinical trial requirements for.various
analgesic conditions. The bar for a geperal chronic pain indication has been raised due to concerns that efficacy in
one type of pain will not translate to another, Anesthesia and Analgesia Products Division Director Rappaport says..... 10

« Sleep claim for Jazz fibromyalgia drug falls on lack of distinction — FDA fails to sec differentiation between the pain
effect and the sleep effect of sodium oxybate in the fibromyalgia trials. The sponsor expects to have less than 10
percent peak market share, noting that the Risk Evaluation and Mitigation Strategy scarcs away patients and prescribers ... 12

Generic Drug Policies

« Gourt backs FDA rationale for approving generic Lovenox — A district court judge says FDA had the right to request
additional immunogenicity tests of Sandoz’s generic in denying Sanofi-Aventis’ request to overturn its approval ........... 5

FDA reverses stance on hioequivalence standards for mesalamine - FDA response to citizen petitions from brand
manufacturers advises that pharmacokinetic studies, instead of comparative clinical endpoint trials, are best for
determining the bioequivalence of generic mesalamine drugs to Shire’s Pentasa and Warner Chilcott’s Asacol and
ASACOLUHD ...t i eeet et ee st s n e s e s e s b b e b b e g e e s st bR e b oA oAb e S e A s e va s s e hea s s ea et s b b e s va b i 7

« Supreme Court is asked again to review generic manufacturer liability for inadequate label claims — Actavis submits
another certiorari petition with the court in a case in which it was held liable for failure to warn of the risk of tardive
dyskensia from metoclOPramide USE ...t e es e et bbb e 6

News From The Courts

« Vaccine manufacturers, federal government, scientists file amicus briefs in vaccine liahility case — Parties file briefs
in Bruesewitz v. Wyeth, in which the Supreme Court will determine if the National Childhood Vaccine Injury Act
preempts all vaccine design defect claims. Public Citizen, American Association for Justice, university leaders and
mother of a woman who died after receiving Gardasil vaccine file briefs in support of the petitioner.......c..ocovnnen. 21

« Hospital supply through GPQOs: court affirms contracting tools in Bard case - Hospital contracts for medical supplies,
including biopharmaceuticats, through group purchasing organizations may legally include sole-source agreements,
tiered pricing and bundling, according to a recent appeals court ruling. The decision on an antitrust case against
catheter supplicr C.R. Bard is viewed as a big win for GPO PractiCes ........covcvrmriinnrireesentiensisesimesccseseseessssesosecenes 23

» Stem cell researchers appalled as judge blocks loosened guidelines —“Stunned” by the judgment, NIH Director
Francis Collins believes it will stall innovation in the regenerative mediCing arena........coccueeeeccrerirrcreneernieereeesrercnecas 15

© 2010 F-D-C Reparts, Inc., an Elsevier company. All rights reserved. Reproduction, photocopying, storage or transmission by magnetic or electronic means is strictly
prohibited by law. For bulk reprints of Elsevier Business Intelligence articles contact: Ken May, Elsevier, at 914-332-1419. Authorization to photocopy items for internal
use is granted by Elsevier Business Intelligence, when the fee of $25.00 per copy of each page is paid directly to Copyright Clearance Center, 222 Rosewoad Dr.,
Danvers, MA 01923, 978-750-8400. The Transaction Reporting Service fee code is: 1530-6240/10 $0.00 + $25.00. Violation of copyright will result in legal action, including
civil and/or criminal penalties, and suspension of service.
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At FDA

« Behind closed doors: FDA's drug safely oversight hoard will keep its decisions private — Agency’s transparency
initiative has led to more detailed public meeting summaries but will not extend to publication of the board’s
internal recommendations, which will remain non-public, DSOB Executive Director Osborne says. Mecting minutes
also will not reflect the amount of debate among DSOB members, he says, adding that quehelders can “make their
own guess”™ about how spirited the discussion might have been on & particular topic ... R s weall

« . The look of FDA's drug safety oversight board — The board comprises 20 representatives from FDA and cigﬁt
members. from six other federal agencies who provide feedback on the potential and actual effects of drug safety
FOQUIALOTY ACHOMS L.l it ae e i enteesenni v vbo et saeberenasasasasmanbbanasasase POV IVPRON o NI TV FEMNNY | VMERTEINCN: | & 19

Updates On Deals

o FTC taking a closer look at Talecris/Grifols merger; HIGPA voices concern — The Federal Trade Commission has asked
for more information from Talecris Biotherapeutics and Grifols regarding their announced merger plans. That
transaction has raised red flags with the Health Industry Group Purchasing Association, which expressed concerns
that reducing the number of IVIG producers from five to four, if this merger were completed, would create TVIG
ACCESS ISSUES L1/l et ievetereseseiontenrssasssresstonnesscassionssssranssessesmsesesesesessesssseserssassesssnsenessnsasnsas sbhisssnessatasases b aessiitonarsnsinsannsnnas 26

= Deals of the Week: Roche/Biolmagene, P&G/Somaxeon, Roche/Alleran — During a week when numerous
biopharmaceutical companies found themselves in deal-making pickle, Roche prospered with a pair of deals.
Meanwhile, Procter & Gamble returned to the prescription drug business with an agreement 1o co-promote
Somaxon’s recently approved insomnia drog, STIENOF ..o e S b s eraeane e e 24

= Business news in brief - Long-time CFO Kevin Buchi steps in to head Cephalon as founder and CEO Frank Baldino
takes a medical leave-of-absence, Meanwhile, Shire obtains EU approval for its Gaucher disease drug Vpriv, while
Cerezyme tells doctors. and patients that its Gaucher drug, Ceregyme, will return to full supply gext month............00.. 27

On Capitol Hill

o Senate Finance panel key 1o watch in post-election committee turnovers — It alrcady looks like there might be
substantial turm-over after the next election on the two key Senate panels with jurisdiction over health care: Finance
and Health. Finance will likely lose members, and perhaps more significantly, Ranking Republican Charles
Grassley is slated to give up his ranking post under Senate GOP procedures ...ooovviieviriieiiiinnc e 29

More Policy News

o CDC issues $10 million in comparative effectiveness research awards — The Centers for Discase Control and
Prevention recently issued $10 million in total to four academic institutions to conduct comparative effectiveness
research programs. The agency also is planning an additional $20 million in awards to set up specialty cancer
rEiStrIEs FOT USE T CER ..o ccervt s s ea et ate s sa e e basesereassassessassanresaresessasabarassesssanssasrasaassabansssransarbssrasssarans 28

« Medicare and Medicaid in brief ~ CMS is planning to issue guidance on the calculation of average manufacturer
price for Medicaid reimbursement after Medicaid funding law tweaks the definition; Medicarc Part D donut hole
rebate checks are expected to go to about 4 million beneficiaries: MOTe i BHEF.......ocvieeeieriirie e 33

« Regulatory news in brief — FDA revises guidance on antibiotic development for skin infections, clarifying when non-
inferiority designs can, and can’t, be used in skin and skin structure infection trials. Agency also announces public
NEATING ON PALENE IEATIELS ... eveecieeieiei it creneiereersrer et e esaasassreenssteesaesessenssessesasssesbarasssenensaresernsessonssenessesssssssseressansessenseses 20

e  Barr receives approval for clonidine transdermal patoh; more ANDAS .. ceest e ara et e sssenas e 20
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Roche’s T-DM1 Early Filing Strategy Backfires As FDA Refuses To File BLA

It hasn’t been a swell summer for Roche, and now a
bit of near-term pipeline news that could have put
the company on a more positive trajectory has fallen
flat. FDA refused to file Roche’s BLA for breast
cancer agent trastuzumab-DM1 (T-DM1), a
conjugated version of Herceptin, for accelerated
approval, the company announced Aug. 27.

Roche has already faced two significant pipeline
setbacks this summer, a disappointing advisory
committee review for Avastin (bevacizumab) in
breast cancer and safety issues with taspoglutide for
type 2 diabetes. But given the early Phase 11 data
used for the filing, FDA’s decision on T-DM1
wasn’t entirely unexpected either.

The filing was based solely on the results of a
single-arm 110-patient Phase II study, which
showed T-DM1 shrank tumors in one-third of
women with advanced HER2-positive breast cancer
who had received an average of seven prior
medicines, including two HER2-targeted agents.
While the data were positive, it’s not surprising that
FDA would want to see more, especially given that
the agency is taking a harder look at progression-
free survival as an endpoint for breast cancer and
how it relates to clinical outcomes.

The regulatory action pushes a potential re-filing and
launch out two years, pending the results of an ongoing
Phase III trial. Dubbed EMILIA, the trial compares
T-DM1 to GlaxoSmithKline’s Tykerb (lapatinib) in
combination with capecitabine in people with
advanced HER2 positive breast cancer whose disease
has worsened after initial treatment. Roche said it
expects to resubmit the BLA in mid-2012, which
would position the drug for a launch in 2013.

During Roche’s investor meeting in March, the
company admitted the filing strategy had a lower
probability of success than one based on
significantly more data. “If we file early, we file on
early data and the risk of not succeeding there is
higher,” acknowledged Jean-Jacques Garaud, head
of research and early development.

FDA decided not to file the application because it
did not meet the standard for accelerated approval,
Roche said, because all the available treatment
choices approved for metastatic breast cancer had
not been exhausted in the study population.

“We firmly believe in the potential of T-DMI1 as a
novel HER?2 targeted option and remain fully

committed to its ongoing development,” the firm
said in a statement.

Still, Roche did consult with FDA prior to the
submission, which suggests the agency offered some
positive feedback at that time, and it’s not clear why, if
at all, the agency then changed its thinking. But
certainly FDA must be feeling cautious about moving
toward an accelerated approval after its Oncology
Drugs Advisory Committee voted against granting full
approval of Avastin for first-line treatment of
metastatic breast cancer in July, basically nixing
FDA'’s accelerated approval for the indication in 2008.
That decision was based largely on the committee’s
feelings that the drug did not delay disease progression
long enough to be clinically meaningful (“The Pink
Sheet,” July 26, 2010).

The vote in favor of removing the breast cancer
indication from Avastin’s labeling was a
controversial one. If FDA ultimately agrees with
ODAC, it will put a pinch on Roche’s top-line this
year (“The Pink Sheet,” July 26, 2010).

“We can’t speculate if the Avastin decision had
anything to do with this decision,” a Genentech
representative said. “But FDA continues to make it
clear that they want randomized data and overall
survival data for approval of new breast cancer drugs.”

The case of another problematic accelerated approval,
Pfizer's Mylotarg (gemtuzumab) for acute myeloid
leukemia, is also fresh in the agency’s mind. Mylotarg
was voluntarily pulled from the market by Pfizer in
June, 10 years after it received accelerated approval,
when it failed in a confirmatory trial (“The Pink
Sheet,” June 28, 2010).

Roche has a lot riding on T-DM, an antibody-drug
conjugate, or so-called “armed antibody,” that attaches
trastuzumuab and the chemotherapy DM together
using a stable linker and is delivered directly to the
cancer cells. DM1 and the linker technology are
licensed from Waltham, Mass.-based ImmunoGen,
which is also banking on the product’s success. The
approach is expected to offer additional efficacy
benefits over Herceptin and also greater tolerability
given the targeted delivery of the cytotoxic agent.

Genentech is looking to T-DM1 to drive continued
growth of its blockbuster Herceptin franchise and
eventually replace Herceptin as the standard of care.
Roche is also looking to develop T-DM1 in

Unauthorized photocopying is prohibited by taw. See page one.
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combination with another investigational agent,
pertuzumab, with the aim of eliminating the need for
chemotherapy. Pertuzumab is an HER2 blocker that
is believed to work synergistically with Herceptin.

The FDA decision is also a road bump for
ImmunoGen, delaying the royalties and milestones
the company would receive upon approval and
launch. The approval milestones would be in the
low double-digits in the millions of dollars, said
ImmunoGen CEO David Junius. Until now, the
positive Phase I data and praise from Roche have
helped validate the company’s platform technology
and put the company on an aggressive growth track
(“The Pink Sheet” DAILY, June 8§, 2010).

“We continue to believe in the potential for T-DM1
and don’t see FDA’s decision as a reflection on that,”
Junius said during a same-day conference call. “This
appears to be a technical issue, not a fundamental one.”

Nonetheless, the company acknowledged the financial
impact and said it would provide revised financial
guidance shortly. The company does not have any
immediate plans to reduce its cash burn, Junius added.
ImmunoGen had approximately $110.3 million in cash
and marketable securities as of June 30.

FDA’s refusal to file may dampen general investor
enthusiasm for conjugated therapies, but it seems
like the decision has more to do with the accelerated
approval than the technology itself.

Seattle Genetics, another drug developer working
on antibody-drug conjugates, is also partnered with
Genentech. But Seattle Genetics said it isn’t
concerned that the latest action will derail such
programs. “We do not believe the FDA’s decision
on T-DM1 has broader implications for antibody-
drug conjugates,” the firm said. “In our view, the
decision appears to relate to the treatment landscape
for metastatic breast cancer rather than more
generally applicable principles.”

The company’s lead program, SGN-35, which
combines a CD30 antibody with its ADC
technology, is in Phase III for relapsed and
refractory Hodgkin’s lymphoma patients under a
Special Protocol Assessment with FDA. The firm
said FDA has agreed the trial design meets the
requirements for accelerated approval.

— Jessica Merrill (j.merrill@elsevier.com)
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Court Backs FDA Rationale For Approving Generic Lovenox

A district court shot down Sanofi-Aventis’
arguments against FDA approval of Sandoz’s
generic Lovenox (enoxaparin).

It found that the agency had the right to require
Sandoz to conduct additional immunogenicity
studies of its version of the anticoagulant and to
permit Sandoz to use a different manufacturing
process than Sanofi.

In an Aug. 25 order, Judge Emmet Sullivan of the
U.S. District Court for the District of Columbia
denied Sanofi’s request for a preliminary injunction
to overturn FDA’s approval of Sandoz’s enoxaparin
ANDA. FDA approved the product on July 23 and
Sanofi filed suit against the agency three days later
(*“The Pink Sheet” DAILY, July 27, 2010). The case
will proceed. however, despite the ruling on the
preliminary injunction.

While the decision is a victory for Sandoz and its
marketing partner Momenta, it also could be good
news for companies developing biosimilars.
Although Lovenox is not a biologic, itis a
complex compound that raises some of the same
safety, efficacy and comparability issues involved
in approval of follow-on biologics. Judge Sullivan
backed FDA'’s rationale for approving Sandoz’s
product.

For Sanofi, the ruling is gut-wrenching, since it
means the company’s chances of halting generic
competition through legal maneuvering are grim,
though not entirely done in. Lovenox is Sanofi’s
second best-seller. [n 2009, the blood thinner
generated U.S. net sales of approximately $2.5
billion. Sandoz launched its generic in the U.S.
immediately after receiving FDA approval. It told
the court it expects to ring up sales of more than
$40 million in the next six weeks.

Facing the loss of Lovenox and several other key
drugs to generic competition in the near term,
Sanofi is looking to acquisitions to buffer its top-
line. The company reportedly made a bid for the
U.S. biotech Genzyme on Aug. 2, offering around
$70 per share, although the speculation has not
been confirmed (“The Pink Sheet” DAILY, Aug. 3,
2010).

But merger talks appear to have stalled, with
Genzyme said to be balking at the offer. Many

biotech analysts contend that Genzyme could sell
for significantly more, around $80 per share.
Rodman & Renshaw analyst Simos Simeonidis, in
an Aug. 26 research note, said the court ruling could
put more pressure on Sanofi to speed up talks with
Genzyme and go “straight to more meaningful
discussions about the price of a potential
transaction.”

Immunogenicity Studies Not Equivalent

Meanwhile, Sanofi’s legal maneuver to block
generic Lovenox could provide a lesson for other
companies seeking to challenge FDA approvals.
One of Sanofi’s key arguments was that since FDA
required Sandoz to submit additional tests on its
product, the application should have been treated as
a full new drug application and not an ANDA.

FDA required Sandoz to submit three types of
studies comparing the immunogenicity (the
potential to elicit an immune response) of its
product with Lovenox. They included a comparison
of the ability of the two products to bind to and
form complexes with chemokine PF4 and
characterization of the size and charge of the
resulting complexes; studies to understand the
amount and nature of potential contaminants; and
functional studies to assess potential immunogenic
properties.

The court states in a footnote that “while Sanofi
repeatedly attempts to characterize the FDA’s
request for additional data on immunogenicity as
impermissible ‘safety testing,” the FDA explains
that ‘[t]he additional data sought from Sandoz in
this case was limited solely to assuring that
Sandoz’s manufacturing process would not produce
impurities with potential immunogenic effects to
any greater degree than Lovenox itself.”

“Contrary to Sanofi’s implication, FDA did not
request or demand anything approaching the type of
large-scale clinical safety and efficacy trials
mandated for new drugs,” the court said.

The court also rejected Sanofi’s claim that FDA
departed from its precedent in approving ANDAs
for complex products not fully characterized. The
company had cited the agency’s past decisions for
hyaluronidase, Omanitrope and Premarin. For
example, for Premarin the agency could not find

Unauthorized photocopying is prohibited by law. See page one.
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active ingredient sameness for synthetic versions of
the drug. FDA had argued that its finding of active
ingredient sameness is specific to each active
ingredient (“The Pink Sheet,” Aug. 2, 2010). The
court said FDA provided legitimate reasons for
deciding that enoxparin should be treated
differently than the drugs Sanofi cited.

FDA’s Test For “Sameness’ Is Reasonable

Sanofi also had argued that since Lovenox is not
fully characterized — i.e., all the structures within
the drug have not been identified — it is impossible
to tell if a generic has the same active ingredients.
But the court said FDA’s five-part test for
determining “sameness” is reasonable. These
criteria include equivalence of physical and
chemical properties and equivalence of certain
aspects of the drug’s effect in humans.

“It was similarly reasonable for the FDA to conclude
that.an ANDA applicant need not use the same
manufacturing process as Sanofi,” the court stated.

The court rejected Sanofi’s claim that it would face
irreparable harm if Sandoz is able to continue to
market its generic. It said Sandoz also would face
significant harm if the court imposed an injunction
and that the negative impact on both is “essentially
‘a wash.””

Despite its strong rejection of Sandoz’s arguments,
the court left the door open for further litigation.
“This opinion does not foreclose the possibility that
upon a more developed record, Sanofi may be able
to establish that there are grounds for overturning
the grant of Sandoz’s ANDA,” Sullivan said.

— Brenda Sandburg (b.sandburg @elsevier.com)

Supreme Gourt Again Asked To Address Generic Firms' Liability For
Inadequate Warning Lahels

Actavis is making a second appeal to the Supreme
Court to consider whether a generic manufacturer

can be sued for failing to add safety information to
its labeling that is not in the brand’s label.

Actavis filed a petition for writ of certiorari with the
court in June seeking review of a case in which it
was found liable for failing to warn of the risk of
tardive dyskinesia from use of its generic version of
Wyeth’s heartburn drug Reglan (metoclopramide),

The U.S. Court of Appeals for the Fifth Circuit
affirmed a district court ruling that the plaintiff’s
failure to warn claims were not preempted by the
Food, Drug and Cosmetic Act, which requires a
generic to have the same label as the brand. Citing the
Supreme Court’s decision in Wyeth v. Levine, the
Fifth Circuit found that Actavis could have changed its
label after approval if there was new safety
information.

In Wyeth, the court ruled that brand manufacturers
could comply with the duty to warn imposed by
state law by making a unilateral label change. The
issue is of great concern to the generic industry as
companies face numerous suits claiming they are
liable for inadequate labeling. Since the Wyeth
decision, courts have been ruling against them.

The case, Actavis v. Demahy, is similar to another
cert petition, Pliva v. Mensing, submitted by Pliva,
Teva, UDL Laboratories, Wyeth and Actavis
Elizabeth in February (“The Pink Sheet” DAILY.
May 25, 2010). The court asked the Solicitor
General for the government’s views in that case.

“In general the courts have read Wyeth too broadly,
as if that decision swept away federal preemption
for all drug product liability claims,” Actavis states
in its recent petition. “The nearly uniform
misapplication of Wyeth by the lower courts
requires this court’s intervention now, before
generic drug manufacturers are forced by the threat
of liability to abandon their low-cost business
model” of providing access to lower-priced drugs.

The petition says that although the Fifth Circuit
acknowledged that a generic drug label has to
mirror the brand at the time of approval, it
concluded that FDA’s requirements for approving a
generic drug cease to matter after approval. “That
conclusion is wrong: a generic drug is required to
have labeling that is identical to the brand at all
times,” Actavis stated.

— Brenda Sandburg (b.sandburg@elsevier.com)
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FDA Reverses Stance On Bioequivalence Standards For Mesalamine

FDA believes that comparative pharmacokinetic
studies, instead of comparative clinical endpoint
studies, are best for determining bioequivalence of
extended- or delayed-release mesalamine products
a reversal of its previous position.

The policy shift came in the agency’s response to a
pair of citizen petitions from manufacturers of
different formulations of the ulcerative colitis drug
— Shire, which markets Pentasa, and Warner
Chilcott, which markets Asacel and Asacol HD.

The citizen petitions, Shire’s filed in

bioequivalence had to do with the complexity of the
PK profile of mesalamine, which in these
formulations is designed to be released topically in
the colon rather than systemically.

The thinking was that “the standard PK metrics [of]
tota] area under the plasma concentration versus time
curve (AUC) and maximum plasma concentration
(Cmax) ... would not distinguish between products
with materially different mesalamine release profiles at
the sites of drug action so long as the peak
concentrations and total amount of mesalamine
released throughout the GI tract were not

September 2008 and Warner Chilcott’s
filed in February, both reference a
September 2007 letter from Dale Conner,
director of the Division of Bioequivalence
I in FDA’s Office of Generic Drugs, where  Se
he laid out a different position. red

In the letter, Conner told Shire’s regulatory
counsel that “a bioequivalence study with
pharmacokinetic endpoints is not useful” for
establishing the bioequivalence of generic mesalamine
extended-release capsules to brand-name products such
as Shire’s Pentasa, and that generic drug manufacturers
should perform a parallel, three-arm bioequivalence
study (investigational generic drug, reference brand-
name drug and placebo). In vitro dissolution testing
would also be necessary, Conner wrote.

Those comments were the basis of the citizen petitions
from each company. However, in FDA’s response,
CDER Director Janet Woodcock explained that the
agency’s thinking has evolved and it now recommends
PK trials rather than clinical endpoint studies for
generic mesalamine, although in vitro dissolution tests
are still necessary.

“Having analyzed the available clinical efficacy data
for orally administered modified-release mesalamine
products ... we conclude that comparative clinical
endpoint bioequivalence studies would be less
sensitive, accurate and reproducible than PK
studies,” the response states. “That is, we expect that
PK studies will better detect significant differences,
if any, in the drug release patterns of test and
reference formulations of Pentasa, Asacol or Asacol
HD at the sites of drug action.”

The reason FDA had thought in 2007 that a PK
study would not be adequate to establish

“Comparative cl

. . . explains.
endpoint bioe utvﬁ p

significantly different,” the response

However, the agency now believes that if
“partial AUC or other profile comparison
tools ... [such as] mean residence time and
steady-state Cmax” are used instead, a PK
study would be adequate for establishing
bioequivalence.

Panel Discussion Bears On FDA Response

FDA recently came around to its determination that
partial AUC can work for ANDAs for drugs with
complex pharmacokinetic profiles, such as those
with unusual modified-release properties, and
brought the matter up for discussion at its April 13-
14 meeting of the Pharmaceutical Science and
Clinical Pharmacology Advisory Committee (“The
Pink Sheet” DAILY, April 12, 2010).

“The Office of Generic Drugs has recently
encountered several review examples of multiphasic
modified-release products for which it has
concluded that the generic and corresponding
reference product may not be therapeutically
equivalent (switchable), despite being deemed
bioequivalent when the traditional metrics were
compared,” the briefing package explained. FDA
has put out product-specific guidances on
bioequivalence requirements for some of those
drugs, such as Ambien CR and Ritalin SR.

While the panel discussion did not touch directly on
mesalamine, Lawrence Yu, OGD’s deputy director
for science, spoke about the use of replicate design
studies for highly variable drugs, of which
mesalamine is an example.

Replicate design studies provide variability
quantification of test and reference products, he
explained in a presentation to the panel. This means

Unauthorized photocopying is prohibited by law. See page one.
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comparing the distribution of the test-to-reference ratio
to the distribution of the reference-to-reference ratio.

Pane! member Arthur Kibbe, Wilkes University, agreed
that “in situations where we have issues that are critical
to patient care, a replicate study is going to help us a lot
more, and that’s because we really don’t know how
reliable batch-to-batch or lot-to-lot innovator is.”

Generic substitution should not cause variability in
bioavailability, Yu said. “Reference scaled
bioequivalence limits (used for highly variable

drugs) naturally tighten the CI [confidence interval].

Generic product design should not be more variable
than the reference product.”

FDA’s response on the mesalamine citizen petition
draws on this approach, and on a January 2001 FDA
guidance on statistical approaches to establishing
bioequivalence. “FDA has developed analytical
methods that facilitate demonstration of
bioequivalence in highly variable drugs,” the
response states. “The replicated crossover design
with an average bioequivalence analysis approach
has been available for highly variable drugs to
reduce sample size since 2001 and has been used
when appropriate for NDAs.” It adds that OGD has
adopted this approach as well since 2007.

In making this case, FDA rejected the argument in
Warner Chilcott’s petition that the high variability
in plasma concentrations of mesalamine and N-
acetyl mesalamine leads to “broad ranges for the
critical pharmacokinetic variables for establishing
bioequivalence [that] have the potential to
undermine the reliability of the bioequivalence
determinations in that they may obscure small, but
clinically significant differences in drug.”

The company further claimed that high systemic
plasma concentrations of the drug could be toxic, and
said that PK studies should be required to evaluate this
risk. FDA replied that there is no evidence of this and
rejected the request as moot since the agency has
concluded that “ANDA applicants for generic
formulations of Asacol and Asacol HD shouid submit
data from PK studies under fed and fasted conditions
to show bioequivalence.”

FDA Also Denies Request For Guidance

FDA also denied Shire and Warner Chilcott’s
request to issue a product-specific guidance on
establishing bioequivalence of generic mesalamine
products at this time, although it may develop one
in the future. Warner Chilcolt’s petition had gone

even further than Shire’s, requesting that OGD issue
such a guidance “prior to approval of any generic
versions of such drugs,” an idea that the agency
rejected out of hand.

“FDA cannot delay review or deny approval to an
ANDA or a new drug application on the grounds
that FDA has not published bioequivalence
recommendations for the relevant product,” the
response says. “To the extent the Pentasa and
Asacol petitions contend that FDA must publish
bioequivalence recommendations, or that FDA
cannot approve applications referencing those
products before publishing these recommendations,
FDA disagrees and denies these requests.”

In a silver lining for the petitioners, FDA agreed
with them that in vitro dissolution tests across a
range of pHs should be used to show bioequivalence
of mesalamine products.

It also acceded to Warmner Chilcott’s request that the
agency not grant waivers for the in vivo bicequivalence
testing requirement for Asacol (400 mg) or Asacol HD
(800 mg) based on a successful showing of in vivo
bioequivalence in the other strength, as while it appears
to be a doubling of the dose, the release profile means
that the two do not have a linear response.

Implications For Pending Generics?

FDA’s new stance against clinical endpoint studies,
however, could undermine the position of generic
manufacturer Roxane Laboratories, which has a
pending ANDA for generic Asacol.

Roxane filed a comment in opposition to Warner
Chilcott’s citizen petition on the grounds that for
Roxane’s version of the drug, “in vivo clinical
endpoint studies clearly demonstrate that the ANDA
product is safe and bioequivalent to the RLD
[reference-listed drug],” and FDA should not
impose the additional conditions of a PK safety
study and an in vitro dissolution test (and not block
all ANDAs until it publishes a guidance on
mesalamine bioequivalence).

While FDA has indirectly granted some of Roxane’s
requests, the agency refused to deal with the
substance of Roxane’s argument, stating in a
footnote that it was rejecting the comment because
it was filed just three weeks before the response to
Warner Chilcott’s petition was due and because the
comments exceeded the petition’s scope.

— Martin Berman-Gorvine
(m.berman-gorvine@elsevier.com)

Unauthorized photocopying is prohibited by law. See page one.
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ENTI EK,
TERMINATION OF THE CONSENT DECREE IN

l STA v. MERCK IN T AL

PLEASE TAKE NOTICE that Merck Sharp &
Dohme Corp. (“Merck™) has submitted a request to
the Antitrust Division of the United States Department
of Justice (“Antitrust Division™) to support Merck in
obtaining termination of the Final Judgment entered
in United States v. Merck & Co., Inc., et al., Civil
No. 3159 (D.N.J. 1943), on October 6, 1945 (the
“Consent Decree”). Merck is publishing this notice of
its intention to seek termination of the Consent Decree
so that any interested persons can submit comments
to the Antitrust Division with respect to the proposed
termination.

On October 28, 1943, the United States filed
a complaint alleging that Merck and E. Merck (a
corporation doing business in Darmstadt, Germany, that
is now known as Merck KGaA) had agreed to allocate
customers and territories between themselves in the
sale and distribution of chemical and pharmaceutical
products made by them, in violation of Section 1 of the
Sherman Act, 15 U.S.C. § 1. The suit was resolved in
1945 by entry of the Consent Decree.

The Consent Decree prohibits Merck and
E. Merck from, inter alia, entering into or furthering
any agreement to (1) allocate markets or customers
or refrain from competing in the manufacture, sale,
distribution, or import/export of any chemical or
pharmaceutical product; (2) create or observe an
obligation to exchange or license rights relating to
any chemical or pharmaceutical product; (3) establish
terms or conditions upon which patents relating to any
chemical or pharmaceutical product will be licensed
or any chemical product will be sold by or to others;
and (4) fix prices for any chemical or pharmaceutical
product. Merck is seeking the termination of the
Consent Decree because the Decree no longer serves
the public interest and inhibits the companies from
potentially engaging in procompetitive transactions
that would benefit consumers.

Interested persons are invited to submit comments
regarding the potential termination of the Consent
Decree to the Antitrust Division. Comments must
be received by the Antitrust Division by October
1, 2010. Comments should be addressed to Donna
M. Kooperstein, Chief, Transportation, Energy,
and Agriculture Section, Antitrust Division, U.S.
Department of Justice, 450 Fifth Street, N.W,
Washington, DC 20530.




10 “The Pink Sheet”

Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 111 of 123 PagelD: 208

August 30, 2010

Chronic Pain Indications Will Be Harder To Come By, FDA Says

A general chronic pain indication may elude Eli
Lilly’s Cymbalta near the finish line because FDA
has changed its thinking about the evidence needed
to support the claim.

The agency is developing a new regulatory
approach for pain indications as well as guidance
covering the clinical trial requirements for various
analgesic indications.

FDA would not say whether it evaluated the
Cymbalta (duloxetine) NDA based on its

osteoarthritis. Coupled with the pain-related
indications already approved for the drug - diabetic
peripheral neuropathy and fibromyalgia — the new
studies were intended to form the basis for a general
chronic pain indication.

In 2005, FDA officials told Lilly positive Phase IIT
studies in chronic lower back pain and osteoarthritis
were necessary for the general chronic pain indication,
but the agency has since changed its thinking.

current thinking because the application is
pending. However, it appears the agency
used the newly emerging standards to
determine that the chronic pain claim it
told the company several years ago it
could obtain would be scaled back.

e Rappaport said in the last 10 years the

IR 2cademic community began
questioning the appropriateness of
broad pain indications for analgesic
drugs. Questions were raised about
whether enough was known about the
drugs to determine if efficacy in one
pain condition would translate to

Furthermore, it appears a general claim for
musculoskeletal pain may not be assured based on
comments by members of the Anesthetic and Life
Support Drugs Advisory Committee at its Aug. 19
review of the Cymbalta NDA.

Bob Rappaport, director of FDA’s Division of
Anesthesia and Analgesia Products, said the agency
is bridging the gap between the old and new
thinking with the Cymbalta application.

“The use of a chronic musculoskeletal indication,
rather than a chronic pain indication, for Cymbalta
is in keeping with our current thinking and with the
criteria for broadened indications as it seems a good
intermediary step as we work on guidance for
industry,” Rappaport said.

“The bar for a general chronic pain claim will be
considerably higher, and the current studies
completed for Cymbalta do not cover enough
painful conditions to allow for the general chronic
pain indication,” he added.

It is not known when the new guidance will be
completed, the agency said. At least eight drugs
currently in U.S. clinical trials for a chronic pain-
related indication could be affected, according to
data from Elsevier Business Intelligence’s Inteleos
database.

Lilly submitted several positive studies showing
Cymbealta’s efficacy in chronic lower back pain and

another, and some studies confirmed this concern,
he said.

The agency has since tried to define the exact
number and type of studies needed to justify a
general chronic pain indication, while not stifling
drug development.

“Our thinking regarding these concerns has evolved
over the years and even in recent months and
weeks,” he said. “As our understanding of the
complexities of this situation has developed, we
have had to change our requirements to broaden
analgesic indications.”

The result of the agency’s evolving position was its
announcement during the Cymbalta meeting that the
indication under consideration was chronic
musculoskeletal pain, not chronic pain as had been
stated in the pre-meeting briefing package.

On the day of the advisory committee meeting, Lilly
said it was confident of the data submitted and
expected further talks with FDA about the
indication. The company would not elaborate after
the meeting.

New Requirements, Existing Data

Ellen Fields, clinical team leader in FDA’s Division
of Anesthesia and Analgesia Products, gave clues as
to some of the new requirements during the
advisory committee meeting.

Unauthorized photocopying is prohibited by law. See page one.
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Appendix 3

Bepariment of Justice

FOR IMMEDIATE RELEASE AT
FRIDAY, APRIL 27, 1984 , 202-633-2016
The Department of Justice today issued a policy statement
concerning the enforcement and review of outstanding judgments in

government civil antitrust cases.

The statement advises that, effective May 1, 1984, the
Antitrust Division will lodge in its litigating sections and
field offices direct responsibility for both the enforcement of
the approximately 1500 existing judgments -- which include
consent decrees and also the injunction's resulting from trials
-- and the review of those judgments for possible modification or
termination.

The statement further advises that the Antitrust Division
expects defendants and others bound by outstanding judgments to
comply with their terms scrupulously.

The Division will periodically conduct inquiries to determine
judgment compliance, and will initiate criminal or civil contempt
proceedings to deal with violations. The Division encourages
persons with knowledge of possible judgment violations to contact
its Office of Operations, Room 3214, Main Building, Department of
Justice, Washington, D.C. 20530. Such communications will be

accorded confidential treatment.

(MORE)



Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 115 of 123 PagelD: 212
Iy T * '

The statement also confirms that the Antitrust Division will
continue its program of considering for possible modification or
termination judgments that may have become anticompetitive or for
other reasons may no longer be in the public interest. Defendants
who believe that their judgments ought to be modified or terminated
should contact the Division's Office of Operations and furnish
the type of information that the Division needs in order to
evaluate such requests, as spelled out in the policy statement.

J. Paul McGrath, Assistant Attorney General in charge of the
Antitrust Division, explained that the transfer of judgment
responsibility to the Division's litigating sections and field
offices will complete a process of decentralizing the Division's
judgment activity which began in late 1982 when the Division's
Judgment Enforcement Section was dissolved and judgment
responsibility was divided on an interim basis among other
sections.

McGrath emphasized that the Division is committed to
enforcing compliance by judgment defendants, and others bound to
outstanding judgments, with the terms of those judgments. When
the Division obtains evidence of a violation, he said, it will in
appropriate cases bring criminal contempt proceedings. McGrath
noted that in 1983 a criminal contempt proceeding was brought
against H.P. Hood, Inc., for violating the terms of a 1981
consent decree. Hood did not dispute the charges and was fined
in excess of $100,000.

(MORE)
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McGrath further emphasized that it continues to be the
Division's policy to review for possible termination or
modification existing judgments that, with the passage of time
and as a result of changed legal or factual circumstances, have
now become anticompetitive or for other reasons may no longer be
in the public interest.

McGrath said this program, initiated in 1981, has proven
successful in identifying judgments that unduly restrict
legitimate competitive activity and are no longer justified.

Since 1981 some 400 outstanding judgments have been reviewed
for possible termination or modification. Seventeen have been
terminated or modified and five others are the subject of pending
judicial proceedings looking £owards termination.

A copy of the policy statement is attached.

# %4 ¢
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A

Statement of Policy by the Antitrust Division Regarding
Enforcement and Review of Permanent Injunctions Entered in
Government Antitrust Cases '

Effective May 1, 1984, the Antitrust Division will lodge in
its litigating sections and field offices direct responsibility
for the enforcement of permanent injunctions {(hereinafter
referred to as "judgments") entered in antitrust actions
brought by the Department of Justice, and for the review of
such judgments for possible modification or termination.

The Antitrust Division expects defendants and others bound
by outstanding judgments to comply with their terms
scrupulously. The Division will periodically conduct inquiries
to determine judgment compliance, and will initiate criminal or
civil contempt proceedings to deal with violations. Persons
who have reason to believe that judgment violations may have
occurred are encouraged to contact the Division's Office of
Operations, Room 3214, Main Building, Department of Justice,
Washington, D.C. 20530. Such communications will be accorded
confidential treatment.

The Division recognizes that, with the passage of time and
ags a result of changed legal or factual circumstances, existing
judgments may become anticompetitive or for other reasons no
longer be in the public interest. The Division seeks to
identify such outdated judgments, and in appropriate cases will
consent to court applications by defendants to modify or
terminate them, particularly where the judgments in guestion
unnecessarily or unduly restrict otherwise legitimate
competitive activity. Judgment defendants who believe that
their judgments ought to be terminated or modified should so
inform the Division, through the Office of Operations, and
provide to the Division:

(1) a detailed explanation as to (a) why the judgment in
question should be vacated or modified, imcluding
information as to changes of circumstances or law that
make the judgment inequitable or obsolete, and (b) the
actual anticompetitive or other harmful effect of the
judgnent;

(2) a statement of the changes, if any, in its method of
operations or doing business that the defendant
contemplates in the event the judgment is modified or
vacated; and
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(3) a commitment to pay the costs of publication of public
notice of the termination or modification proceedings

in the trade and business press, as the Division may
determine to be appropriate.

DOJ-1984-04
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Department of Justice

FOR IMMEDIATE RELEASE AT
TUESDAY, APRIL 13, 1999 (202) 514-2007
WWW.USDOJ.GOV TDD (202) 514-1888
DEPARTME ) O EA E PR LT EDITE
REVIEW PROCESS FOR TERMINATING OR MODIFYING OLDER
ANT T DE E

WASHINGTON, D.C. -- The Department of Justice’s Antitrust Division today
announced a new protocol designed to expedite the review process for parties seeking to
terminate or modify outstanding consent decrees. The protocol is effective immediately.

The new protocol is a voluntary procedure which can be utilized by parties seeking to
modify or terminate consent decrees that do not contain an automatic termination provision.
Most consent decrees entered into before 1980 do not contain such provisions.

A consent decree cannot be terminated or modified except by court order. Prior to
making a recommendation to the court, the Division must determine the probable effects of
termination or modification on the market at issue in order to make an informed representation to
the court that the requested order is in the public interest.

In the past, when the Division has agreed to support termination or modification, it has
taken on average about two years between the party’s initial request and the filing of the motion.
The new protocol is designed to enable parties to expedite the Antitrust Division’s review by
getting needed information to the Division more quickly.

The new protocol differs from the present decree review process in three ways. First, the
party seeking termination or modification will provide its request with the specific information

that the Division would normally gather in the course of its review. Having the requesting party
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-2-
provide this material when it makes its request, rather than having the Division later request the
information, is expected to reduce the time needed for the Division to act on the request. (Please
see Attachment)

Second, the requesting party will contact other defendants bound by the decree and
inform them of its intentions. Early involvement by all defendants will further streamline the
review process.

Third, at the time the Division opens its review, the requesting party will agree to
publish, at its own expense, notice of its intent to seek termination or modification and invite
interested parties to provide the Division with relevant information. In determining what notice
is appropriate at this stage, the Division will consider the cost of notice to the requesting party.
This notice will not replace the notice and comment period that occurs after the motion to
terminate or modify is filed with the court. Rather, the intent is that the additional pre-filing
publication will cause any interested parties to come forward earlier in the process so that their
concemns may be considered and addressed prior to the filing of a motion. The Division will take
into account both concemns that are brought to its attention and appropriate inferences that might
be drawn if no substantial concerns are raised at that time.

Hit

99-131
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ATTACHMENT

F TOB D H

REQUESTS THAT THE ANTITRUST DIVISION
RT T | D 1 ENT D E

1. The identity of the party making the request, its representative for purposes of the
request, and the decree that is subject to the request; also the date of the decree's entry and the
specific action requested (e.g., termination of the entire decree or a specific modification).

2. Confirmation that the party making the request has not been found in violation of the
decree and is not aware of any ongoing decree violation or investigation by the FTC or the
Antitrust Division into activities subject to the decree.

3. A statement of the reasons for the request, which may include any factors that the party
making the request believes are relevant to the public interest, and which should include the
following:

A.

Any legitimate business activities that may be prohibited or impeded by the decree.

B

Any aspects of the decree that the party believes do not promote competition or the
public interest.

C.

Any other burdens, costs or other adverse effects that the decree imposes on the party
making the request or on others.

D.

Any changes in the factual circumstances relating to the decree, including changes in any
relevant market covered by the decree.

E.

Any relevant changes in the law.

F.

An explanation of why, or to what extent, termination or modification of the decree
would not undermine the purposes of the decree.

4, A description of how the party would change its manner of doing business if the decree
were terminated or modified.

5. Copies, where applicable, of the party's most recent annual report, financial statement,
and SEC Form 10-K.

6. Copies of the party's most recent business, marketing, or strategic plans for any product
covered by the decree.
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7. The identity (including the name of a contact person, with telephone number and address)
of all significant competitors; the party's ten largest customers; and, if appropriate, the party's ten
largest suppliers, for each product or service affected by the decree.

8. The identity of any intellectual property at issue in the decree and any licenses pertaining
to that intellectual property, together with the expiration or termination date of the intellectual
property and any licenses to it.



