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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

UNITED STATES OF AMERICA, 

Plaintiff, 

v. 

MERCK & CO., INC., 

Defendant. 

Civil No. 3159 

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. l
, 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.]. 1943) on October 6, 1945 

("1945 Consent Decree,,).2 A copy ofthe 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 

1 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. 3 

1. BACKGROUND 

A. The Complaint and the 1945 Consent Decree4 

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. 

3 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. 

4 The following background is taken from the complaint filed in this action, which is 
attached as Exhibit B. 

2 
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During World War I, the Alien Property Custodian of the United States seized the 

interests ofE. 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: 

(1) 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; 

3 
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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-P10ugh. 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 

4 
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Decree in United States v. Merck & Co., Inc., et al."s The Notice ran in the Wall Street 

Journal and "The Pink Sheet", a widely read trade publication for the phannaceutical 

industry. It described Merck's intention to seek tennination ofthe 1945 Consent Decree 

and specifically invited any interested persons to submit comments or relevant 

infonnation 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).6 The Notice requested 

that comments be submitted by October 1, 2010. Although the Division received several 

requests for copies of the 1945 Consent Decree in response to the notice, no comments 

were submitted. There have been no violations of the consent decree since its entry in 

For the reasons discussed below, the United States has decided to consent to 

Merck's motion to tenninate the 1945 Consent Decree. 

II. ARGUMENT 

Tennination 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 phannaceutical industry. The 

1945 Consent Decree has accomplished its principal purpose of restoring competition 

5 The Notice is attached as Exhibit C. 

6 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. 

5 
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between Merck and Merck KGaA. Both companies will remain fully subject to the 

federal antitrust laws after the termination ofthe 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, 

6 
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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. 8 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.9 In the United States' view, decrees entered prior to 1979 

8 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). 

9 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). 

7 
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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. 10 

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 ofthe 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 

10 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. 

8 
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the business policy of either defendant .... " This provision ofthe 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 modem 

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. 11 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 ofThe1945 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 

11 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. 

9 
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comment on the pending motion to tenninate 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 tenninating the 1945 Consent Decree. See Exhibit A to the Stipulation Between 

Parties In Support Of The Unopposed Motion Of Merck & Co., Inc. To Tenninate The 

Consent Decree. Ifthe 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 Tenninate The 

Consent Decree. Merck has agreed to follow these procedures, including publication of 

the appropriate notices, should the Court find it necessary. 

III. CONCLUSION 

For the foregoing reasons, the United States consents to the tennination 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 tenninating the Decree. 

Dated: July )~~ 2011 

Respectfully submitted, 

)~1J 
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 

I bUz: 

10 
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CERTIFICATE OF SERVICE 

I hereby certify that I caused a copy of the foregoing Memorandum Of The United States 
In Response To The Motion Of Merck & Co., Inc. To Terminate the Consent Decree to be 
served upon the following attorneys by First Class Mail on July 'dJ) ~ 2011: 

Deborah A. Garza 
James R. Dean, Jr. 
COVINGTON & BURLING LLP 
1201 Pennsylvania Avenue, NW 
Washington, DC 20004-2401 

Ronald A. Hewitt 
COVINGTON & BURLING LLP 
The New York Times Building 
620 Eighth A venue 
New York, NY 10018-1405 

Mary E. Storella 
Grace Han McMahon 
Merck & Co., Inc. 
Office of General Counsel 
WS 3B-65 
One Merck Drive 

P.O. Box 100 
Whitehouse Station, NJ 08889-0100 

David A. Blotner 
david. blotner@usdoj.gov 
United States Department of Justice 
Antitrust Division 
Transportation, Energy, and Agriculture Section 
450 Fifth Street, N.W., Suite 8000 
Washington, DC 20530 
Telephone: 202-307-1167 
Attorney for the United States of America 



    Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 13 of 123 PageID: 110 

EXHIBIT A 
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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 

V. 

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-W eight­
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 

ORDER,ED, 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 MeTck &: 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 Act of Octo­
ber 6,1917 (40 Stat. 425; Title 50, _.t1ppendix, U. S. 0., 
Section 17). 

II 

As used in this judgment: 
1. "E. :I\lerck" 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
aries, 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 "E. 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 
tbe 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 supplement.al 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 inventions 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 Exhibit A, dated November 17~ 

1932, between Merck & Co., Inc., and E. Merck. 

III 

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 
aU 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. 'rhis Paragraph III 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., Inc., its officers, directors, 
agents, employees, successors, and assigns are hereby 
ordered and directed to issue to any applicant ~aking 
written request therefor, a nonexclusive license in the 
form annexed hereto and marked Exhibit B, ,under 
anyone 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, reissu~, or ex­
tensions of such patents and patent applications, with­
()ut any restriction or condition whatsoever, and with-
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out royalty or charge of any kind therefor, to make, 
use, and sen 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. 

V 

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 & 00., 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 collect royalties (1), based upon any of 
the United States Letters Patent listed in Exhibits 0 
and D, attached hereto, or issued upon any application 



    Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 20 of 123 PageID: 117 

6 

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. 

eE) Filing any e1aim 01' l)l'inging any suit 01' pro­
ceeding under Section 9 of the 'rrading with the 
Enemy Act, or otherwise, for the pur'pose of cl8.iming 
or recovoring any rlght, title, or interest in aDd to any 
such patent or patent application listed in Exhibit D, 
attached hereto, or any interest therein or therenndeJ'. 
except in so far as the Alien Property Custodian ex­
pressly grants Tights therein or thereunder to the dp­
feilJallts, their successOl's, 01' assigns, or either 01' allY 
of them. 

e C) Reserving or undertaking to reserve for E, 
~1:erck, 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 
01' immunity received from E. Merck prior to the date 
of the entry of this judgment, under any patent 01' 

patent application or as to any process 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 
clistributing or refraining from exporting for resale 
or distribution such product in competition with 
E. Merck at any place in the '.vorld. 

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

(1) To refrain from competing in any m2.rket or 
country or in the manufacture, sale, distribution, 
importation, or exportation of any chernical or phar­
maceutical pr;;duct, or to a1locate markets, territories, 
or customers for the sale or distribution of allY chemi­
calor 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, or agree upon terms und 
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 Attorne~T 
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 tha~ 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. 

VIII 

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 

671084-4!)'--2 
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therewith and for the punishment of violations 
thereof. 

x 

(A) It 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 anyone or more of the 
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United States Letters Patent and patents i1?sued 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, \YithhoJd, 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 E. 

Dated October 6, 1945. 
FORMAN, 

Um:ted States District Judge. 
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We hereby consent to the entry of the foregoing 
judgment: 

Katzenbach, Gildea & Rudner, 
KATZENBACH, GILDEA & RUDNER, 

Attorn-eys for Merck &: Co., Inc., and Powers­
Weighhnan-Rosengarten Oorporation. 
By George Gildea. 

GEORGE GILDEA. 

Tom C. Clark, 
TOM C. CLARK, 

Att01"ney General. 
Wendell Berge, 
WENDELL BERGE, 

Assistant AttO'l"ney General. 
EDGAR H, ROSSBACH~ 
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 PToperty G'ttstod1:an. 
Harry LeRoy Jones, 
HARRY LERoy JONES, 

Chief, Alien Property Litigation Unit, 
War Division, Department of Justice. 

Raoul Berger, 
RAOUL BERGER, 

General Counsel to the 
Alien PrOpe1"ty Custodian. 
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~XHIBIT A 
AP 527 

E. MEOOK AND MERCK & CO., INC. 

'TREATY AGREEMENT 

Dated Nov. 17th, 1932 

Duplicate Original 

AGREEMENT rnade this 17th day of N ovel11,ber 1932, 
by and 'between E. MERCK, an open copartnership with 
its prineipal office and place of business in Darrnsta,dt, 
Gerrnan/g, and JIERCK &: 00., INC., a corporation 
,organize.d and existing under the laws of the State of 
New J errsey, with its principal office and place of busi­
ness at Rahway, New Jersey, WITNESSETH: 

MERCK &: CO., INC., has heretofore succeeded to 
aU the business and property, together with the good 
will connected therewith, of an agency established by 
E. MERCK for the sale of products under the trade 
name (t MERCK" in t.he United States and Cana,da. 

The parties hereto for many years have carried on 
tl1eir 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 Uawaii and the word 
"dependencies" wherever used herein meaning Porto 

(11$ ) 
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Rico, Virgin Islands, the Panama Canal Zone, SalllVCt, 
Guam, and the Wake and Midway Islands) and 
Canada, while the business of E. Merck and its use of 
the name "MeTck" has been almost exclusively con­
fined to the remainder of the world, except that both 
parties have business in Cuba, the ,Vest Indies, and 
the Philippine Islands (said Philippine Islands, while 
dependencies of the United States, are not included 
in the definition of that word 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 
Tespect 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 
nuttually agree as foll 0108: 

1. E. Merck recognizes and confirms the right of 
Merck & Co., Inc., to the exclus-ive use of the word 
uMerck" in the United States, its territories and 
dependencies, and Canada, and the right to use said 
name jointly with E. Merck in Cuba, the Vi,! est Indies, 
and the Philippines, whether said word "Merck" is 
used alone or in conjunction with or combination 
with any other word or in cOl1nection vY~ith any pate:nt 
or trade-mark or in any other way. 

2. Merck & 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 States, 
its territories and dependencies, and Canada, and ex­
cept in Cuba, the West Indies, and the Philippine 
Islands, where Merck & Co., Inc., recognizes the right 
of E. Merck to use said name jointly with Merck & 00., 
Inc. 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 t() 
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-



    Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 30 of 123 PageID: 127 

16 

tising expenses, inventor's royalties and a selling 
commission of 1570 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 distinctly understood and agreed, how­
flver, 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 2570 of the pI'ofits 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 viTithout 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 seled one arbitrator ,md the two so 
selected to choose a third and the decision of such 
arbitrators or a majority of them shall be final and 
binding upon the parties hereto. As to processes for 
the manufacture of products not on the list attached 
hereto but which may no'y or hereafter be manu­
factured by one of tht' parties hm'eto, the other party 
shall have a right to [lequire such process from the 
one having the same (excepting always ,vhere such 
party is prevented from granting such right by reason 
of obligations to third parties entereel into prior to 
or simultaneously with the acquisition of the rights 
therein b? the party hereto) providing the parties 
hereto can agree upon the scope of the use of such 
process ,md the comp(>]1Satjol1 to be pajd tberefor and, 
in any ('vent, upon the same terms npon \vhich the 
party having such process is willing to sell 01' 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 eacll other fully 
advised \"lith respect to ra\,~ 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. Ex­
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 ,;vhatsoever upon 
a cause of action based upon, arising out of, or in any 
way connected ,vith the terms, covenants and condi­
tions of this agreement, the party against v.rhom such 
Proceedino'" bl>-.' are brouO"ht b,., hereby aOTees b 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 anv of the officers of Merck . " 
& Co., Int'., are hereby authorized 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 N e,,' Jersey. 

IN WrrNESS WHEREOF, 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 GEORGE W. MERCK, Pres't. 

Attest: 

Merck & Co., Inc. 
Corporate 

Seal 
1927 

New Jersey 

OSCAR R. EWING, Secr'etar1/. 
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PROCESSES OPERATED BY MERCK & CO., INC. AND 

E. MERCK} DARMSTADT 

Acetnmide 
Acid Benzoic R,eagent 
Acid Chromic 
Acid Hydriodic 
Acid Hydrobromic 
Acid Hydrocyanic 
Acid Hypophosphorous 
Acid Iodic 
Acid Iodic Anhydride 
Acid Meconic 
Acid Oxalic C. P. & Re-

agent. 
Acid Silicic C. P. 
Acid Sulphanilic C. P. 
Acid Sulphocarbolic 
Acid Sulphosalicylic 
Acid Sulphuric Aromat-

ic U. S. P. 
Aluminum Acetate So-

lution N. F. 
Aluminum Nitrate C. P. 
Aluminum Phosphate 
Aluminum SuI p hat e 

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 Iodide 

Ammonium Nit rat e, 
Pure, C. P. & Reagent 

Ammonium Oxalate 
Ammonium Phosphates 

N. P., 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 Iodide (ous) 
Barbital 
Barbital Sodium 
Barium Acetate 
Barium Carbonate Pure 

Precip. C. P. & Re­
agent 

Barium Chloride C. P. 
& Reagent 

Barium Chromate 
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Barium Nitrate C. P. & 
Reagent 

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

gent 
Benzy lsu ccina te 
Bismuth Betanaphthol 
Bismuth Chloride 
Bismuth Citrate 
Bismuth Hydroxide 
Bismut.h Nitrate 
Bismuth Oxychloride 
Bismuth Oxyiodide 
Bismuth Salicylate 
Bismuth Subbenzoate 
Bismuth Subcarbonates 
Bismuth Subgallate 
Bismuth Subnitrates 
Bismuth Subsalicylate 
Bismuth Tannate 
Bismuth & Ammonium 

Citrate 
Blaud '8 Mass Powder 
Cadmium Acetate 
Cadmium Bromide 
Cadmium Carbonate 
Cadmium Chloride 
Cadmium Iodide 
Cadmium Nitrate 
Cadmium Sulphate 
Caffeine Citrated 
Caffeine Sodium Ben-

zoate 
Caffeine Sodium Sali­

cylate 
Calamine Pre par e d 

N. F. 

21 

Calcium Acetate 
Calcium Carbonate C. 

P. & Reagent 
Calcium Chloride An­

hydrous C. P. & Rea­
gent 

Calcium Chloride Crys­
tals Pure & C. P. 

Calcium ChI 0 rid e 
U. S.P. 

Calcium Iodide 
Calcium Lactate Dried 
C a I c i u m Lactophos-

phate 
Calcium Nitrate Pure & 

C.P. 
Calcium Sulphate C. P. 
Calomel 
Calomel Special Fine 
Cam p h 0 r 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 
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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 Iodide 
Ethyl Nitrite 
Fibrolysin 
Gold & Sodium Chlo-

ride 
Homatropine & Salts 
Hydrastine & Salts 
Hydroalcoholic Extract. 

of decocainized coca 
leaves 

Iodine Res ubI i m e d 
Cryst. & Granular 

Iodine Trichloride 
Iodoform 

Ipecae & Opium Pow­
der 

Iroll Acetate (ic) basic 
& Solution 

11'011 Bromide 
Iron Carbonate 
11'011 Citrate Scales & 

Pearls 
Iron Dialyzed 
Iron Hypophosphite 
Iron Iodide (ous) 
Iron I 0 did e Saccha-

rated 
Iron Iodide 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 Fer­
rous 

11' 0 n Pyrophosphate 
Sol ubI e Scales & 
Pearls 

Iron Succinate 
Iron Sulphate Ferric 

Powder & Solution 
Iron Sulphate Ferric 

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

Iron Sulphate Ferrous 
Dried U. S. P. 

Iron & Ammonium Ci­
trate Brown Scales & 
Pearls 

Iron & Ammonium Ci­
trate Green Scales & 
Pearls 

Iron & Ammonium Ox­
alate 

Iron & Ammonium Sul­
phate, Ferric 

Iron & Ammonium Sul­
phate, Ferrous 

Iron & Potassium Ox­
alate 

Iron & Potassium Tar­
trate 

Iron & Quinine Citrate 
Seales & Pea"rls 

Iron & Sodium Oxalate 
Lead Acetate Reagent 
Lead Chloride 
Lead Chromate C. P. 
Lead Iodide 
Lead Nitrate 
Lead Subacetate Solu-

tion U. S. P. 
Lead SUlphate C. P. 
Lime Iodized 
Lithium Benzoate 
Lithium Chloride 
Lithium Citrate 

23 

Lithium Iodide 
Lithium Nitrate 
Lithium Salicylate 
Lithium Sulphate 
Litmus Paper Red & 

Blue 
Magnesium Bromide 
:Magnesium Carbonate 

Heavy 
Magnesium Chloride 
Magnesium Citrate Sol ... 

uble 
Magnesium Nitrate C. 

P. & Reagent 
Mag n e s i u m 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 Sulphate 

Crystals 
Mercurial Ointments U. 

S. P. 
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J\fercury Redistilled U. 
S. P., C. P. & Rea­
gent 

J\fercury llcetates 
J\fercury Aunmoniated 
J\fercury Bisulphate 
J\fercury Bromide 
J\fercury Cyanide 
J\fercury Iodides 
J\fercury Mass U. S. P. 
Mercury Nitrates , 
Mercury Oleate (25%) 
Mercury Oxides 
Mercury Salicylate 
Mercury Succinimide 
Mercury SuI phi d € 

Black 
Mercury Sulphocyanate 
Mercury with Chalk 

U. S. P. 
Methyl Iodide 
Methylene Iodide 
Methyl Salicylate 
Morphine & SaUt' 
Narceine & Salts 
Narcotine &: Salts 
Nickel Chloride C. P. 
Oil Ethereal N. F. 
Opium lllkaloids 
Opium Medicinal 
Opium Extract N. F. V. 
Papaverine & Salts 
Peroxoids 
Phenobarbital 
Phenobarbital Sodium 

24 

Phenylhydrazine Hy­
drochloride 

Pilocarpine Salicylate 
Platinic Chloride Solu-

tion 
Potassa Sulphurated 
Potassium llcetate 
Potassium llcid Phthal-

ate 
Potassium II r s en ate 

Monobasic 
Potassium II r s e 11 it e 

Powder &: Solution 
Potassium Bisulphate 
Potassium Carbonate 

U. S. P. 
Potassium C h rom ate 

Yello\'1 C. P. &: Rea­
gent 

Potassium Citrate 
Potassium Dichromate 

C. P. &: Reagent 
Potassium Iodate 
Potassiulll Iodid(> 
Potassium Nit-rate Rea-

gent 
Potassium Oxalate R.ea­

gent 
Potassium Phosphate 

mono and di basic 
Potassium Sulphocya-

nate C. P. &; Reagent 
Quinhydrone 
Sodium llrsenate 
Sodium llrsenite 
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Sodium Bisulphate 
Sodium Carbonate An­

hydrous Pure & C. P. 
Sodium Chromate 

Dried 
Sodium Citrates 
Sodium Formate 
Sodium Hydroxide with 

Lime 
Sodium Iodate 
Sodium Iodide 
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 Ph 0 s p hat e 
Monobasic 

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 Sulphocarbo­
late 

25 

Sodium Sulphocyanate 
Sodium Tetraiodophe­

nolphthalein 
Sodium Tungstate Rea­

gent 
Sodium & Ammonium 

Phosphate 
Spirit Ether Compound 
Starch Iodized 
Starch Soluble 
Strontium Acetate 
Strontium Chloride 
Strontium Iodide 
Strontium Lactate 
Strontium Nitrate C. P. 
Strontium Salicylate 
Stypticin & Tablets 
Sulphur Iodide 
Tannaform 
Thebain & Salts 
Theobromine Salicylate 

True Salt 
Theobromine Sodium 

Acetate 
Th~obromine Sodium 

Salicylate 
Thiosinamine 
Thymol Iodide 
Tin metal-granular 
Tin Chloride (ous) C. 

P. & Reagent 
Tincture Ferric Chlo­

ride 
Tincture Ferric Citro­

chloride 
Tincture of Iodine 
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Traumaticin 
Tropococaine Hydro-

chloride 
Tropococaine Hydro-

chloride Solution in 
Ampules 

Veronal Powder & Tab­
lets 

26 

Zinc Metal Mossy, Shot 
& Sticks 

Zinc Bromide 
Zinc Iodide 
Zinc Nitrate 
Zinc Stearate 
Zinc 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 aT (No. 3159), entered October __ , 1945, in the 
District Com't 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 p.atent(s) in accordance with the terms of 
said decree; 

WHEREAS, LI CENSEE 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 St.ates 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., 
]By _______________________ _ 

]By _______________________ _ 

Attest: 

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 2,189,810 2,248,155 
2,044,800 2,153,591 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 
2,088,500 2,158,098 2,209,769 2,287,042 
2,089,197 2,162,737 2,216,574 2,287,847 
2,103,272 2,163,594 2,224,174 2,296,709 

2,104,726 I 2,163,643 2,224,865 2, 306,093 

2,104,753 " ... '" I 
2,118,054 

2,164,316 
2,168,379 
2,176,113 

2,226,528 
2,228,262 
2,232, 699 

2,306,765 
2,307,084 
2,372,600 

2,123,217 2,176,894 2,232,712 2, 376, 984 
I 

2,126,731 I 2,184,964 2,247,364 { Application 
SN380,668 

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

SUBDIVISION 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 
ill Subdivision 1 of this Exhibit C. 

(29) 
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SUBDIVISION 3 

ABANDONED APPLICATIONS FOR UNITED STATES LETTERS 

PATENT OF MERCK & CO., INC. 

Serial 
number Date filed Inventors 

6,482 Feb. 14,1935 Engels Weijlard. 
24,908 Jun. 4,1935 Wallis Fernholz. 
30,149 Jul. 6,193.0 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 Dec. 18.1936 Engels Stevens. 
146,590 Jun. 5,1937 Bliss Moran. 
154,282 Jnl. 17,1937 Jackson. 
154,754 Jul. 21,1937 Weijlard Folkers. 
1M,755 Jul. 21,1937 Folkers Major. 
155,010 Jul. 22,1937 Major Folkers. 
1e1,762 Aug. 31,1937 Major. 
164,876 Sept. 21, 1937 Major Zellner. 
173,529 Nay. 8.1937 Engels Weijlard. 
180,142 Dec. 16,1937 Major Jackson. 
180,143 Dec. 16,1937 Folkers. 
?18,168 Jul. S.1938 Burnham Engels Lauer. 
228,402 Sept. 3,1938 Stiller. 
233,412 Oct. 5,1938 Folkers Major. 
247.478 Dcc. 23, 1938 Keresztesy Stevens. 
247,430 Dec. 23,1938 Kere.sztesy Stev{,Ds. 
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 F,'b. 24,1940 Van de Kamp Miller. 
320,636 Feb. 24,1940 Tishler Wellman. 
322,804 Mar. 7,1940 Stiller Keresztesy Finkelst.ein. 
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 

SUBDIVISION 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 Pat.ent 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 2,259,925 
1,941,647 2,149,279 2,212,531 2,259,935 
2,078,237 2,160,867 2,212,532 2, 2i4, 449 
2,085,009 2,163,629 2,221,828 2, 289, 761 
2,086, ,,62 2,170,127 2,229,573 2,296,677 
2,094,000 2,176,063 2, 229, 574 2,343,7i3 
2,098,954 2,182,791 2,230,659 2,345,605 
2, II4, 306 2,182,792 2, 235, 638 2,3.14,317 
2,119,527 2,183,553 2,235,661 2,358,286 
2,127,547 2,189,778 2,235,862 2,358,287 
2,133,97i 2,189,830 2,235,884 2; 359, 3Il 

2,370,015 
Applications 

SN 331, 454, 
346,569, 
377,673, 

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. 

·Serial Date filed 
nnmber IDventor~ 

---------
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 & Russo...-, 
266,140 Apr, 5,1939 Von Werder. 
304,389 Nov. 14,1939 Von Werder. 
308,827 Dec. 12,1939 lohn. 
344,564 luly 9,1940 Zima & Jung. 
346,568 luly 20,1940 Zima & Jlmg. 
373,603 Ian. 8,1941 Von Werder. 
375,363 Ian. 21,1941 Ritsert. 
387,542 Apr. 8,1941 Zima. 
403,046 July 18,1941 Von Keussler. 

I 

(81) 
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[SEAL] 

EXHIBIT E 

OFFICE OF ALIEN PROPERTY CUSTODIAN 

WASHINTON 

PATENT LICENSE 

~UInber _______________ _ 

The ALIEN 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 Admt:nistration. 
--- ---, Ohief, Licensing Section. 

(32; 
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TERMS 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. Each 
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. 

SECTION 2. Inventions of L1:censee.-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 Act, as amended [§ 301, First War Powers 
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Act, 1941; 50 U. S. Oode, 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 shaH 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 pl'oceeding bronght against the 
Lieensee by a former enemy mvner or a licensed pat­
ent, the Licensee may mnke any and all defenses 
which would be available bad this license not been 
granted. 

( c) This license is not. a \varranty 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. Repo'rts.-The Licensee shall keep a 
record of and shall report to the Oustodian the char­
acter and extent of his utilization of each licensed 
patent, including the kind and quantity of products 
(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 opllllon 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 othen;;"ise directed by the Custodian such re­
POTts shall be made for the calendar year and sub­
mitted not later than January 31st of the following 
year. Where governmental "rar secrecy provisions 
prevent the making of reports required by this sec­
tion, the Custodian ma~T direct that such reports be 
submitted after the ,'mI'. 

SECTIOK 5. LimdnJions on Use.-No licensed pat­
ent 8]1a11 be used in furtherance of any UD lawful carte] 
or combination or in any other way which is contrary 
to the la\'I'S of the United States. 

SEC'[rox 6. TCl'1ninat£on.'-( a) The Custodian re­
serves the po\ver to take such action as the national 
intel'est requires, including suspension or cancellation 
of this license if he determines it to be necessary. 
The Custodian will not cancel this license except after 
noti~e and opportunity for hearing. 

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

( c) 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. 

1 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 
State8 of A.merica and A.lien Property OU8todian v. ilfe1'ck ill 00., 
Inc. et al. 
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(d) Termination of this license under par. (a), (b), 
or . ( c) of this section shall not relieve the Licensee 
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 ,,,ith 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 

Patent No. Issue date or Vesting Inventor and title of invention or serial no. filing date order No. 

I 
I 

I 
I 

i 
I 

I 

(87) u. s. GOVERNMENT PRlNTING OFFICE: IU! 
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EXHIBIT B 
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ROOM 3:305 ANlrrBUST COpy 131 
Civil fiction No. 3159 

:::;---..l;' .=~=:=~. :t:! ::::=r:;::;::..--;:,;:-.~: ::::.';t:."==:. . .!.~=~=:======------:-.&. __ " 

It! THE DI3THICT COURT OF TIlE UNITED STATES 
FOR THJ:j DI5TRICT OF NEil JERSEY 

UNITED STATES OF AME.''UCA, PLAINTIFF 

v. 

j,lERCK & CO., INC., PO,.ERS".'"EIGHT,,:AN-ROSE.NGARTEj~ COHPCRATlON, 
and GEOHGE h. IJ.::RGK, DEF&:DANTS 

FRANCIS BIDDLE 
Ji.ttorney General 

WEI: DELL BERGE 
Assistant I\ttorney General 

CHARLES M. PHILLIPS 
United States .Attorney 

CO.,iPLhINT 

HERBERT A. 3ElliJAN 
PATRICK A. GIBSON 
HAROLD L. qCHILZ 

Special J\ssistants to the Attorney 
General 

'=====.==::::::::::::::: .. :::;:=::;=:::;::.:::: .. ::::, ::::: ===:Z::' ::::Z;:, ::::l,':::' J::' ::;::J!~. ==c=:~':z::;::.--,-. ..:._.J-"~<I=LU 
Con:plaint filed October 23, 1':;43 
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m 'THE DISTRICT COURT OF THE UETTED STATES 
',.; . : " 

, FOR TIE DISTinCT OF NEW .TERbE.Y 
. ~ :<'.' ~ ~ ".',. 

.~ .... : .. 
'': . " ;,.:: l,' . \ ~ .. ~ . : :.1 .. . . > .. ~ " 

UNIf';ED,,§rA'ffS OF AiodffiICi\",, , :' ,'j .-
) 

1'IaintHf:, ' ) 
) Complaint 
) 

v. ) Civil i{o. 
) :,', . " ..... , ~. 

MEHCK & CO" INC., PO.IEIlS-WEIGHTMhN­
ROSENGARm~ ~qI1P9R/1,-:rIOl~ i. and 

) 
), 
) GEORGE W. ~.iERCK , 
) 
) 

.:~ •... :. 
; • r 

Defefldants. 
"", .' ......... 

I :' ~,' : :.. .' 
:' ..... ' ~ . 

To the Honorable the Judges of the District Court of the United States 

I ./' • • •••. 

The Ur;ited' Stat:es ~f A;~erica, seeking equit.:>ble relief, by its attorneys, 

Herbert A'.' B~;rilal;', Patrici<:' A', 'Gibson,a:nd ~I~rold L. '~~hnz, ~pecial Assistan~s 

files this complaint against the defendants and complains and alleges upon 
. :.: ", . .i. 

information and belief as follOl':s: 

. " . . . ~ , t·, ..... 
,I~, ,.JURISDICTION, kblD VEt1UE, ' .... , 

1. 
i ,. .\. ' .. ; . ',;. .•.. . ... ' .'... ; . :. ~ t. • • '. '0':"" . 

Th~s complaint is filed and this action is instituted a~~ainst the 

, ~ .. 1: .• '. ~ t.. • '. • ~ ... ~ : • • , 

26 Sta~. 209, as amended, entitled "An Act to Protect Trade and Commerce 
~":-' '", . ..!:" . :. 

, . 
against Unlawful Restraints and, :onopolies," cO:~Jlionly lmQ\m as the "S~erman 

•... !. ... ).t,i : ... .i..: .• :.;-~.\: '::. :~"!"~'.:\! ·: ... t:. ... ·.; .. 
, Antitrust J.ct"; in ~~e~' to prevent and restrain continl.ling violations by 

:'. . ... ·::.1 !; ;~ .. 0". . .. 

defendants, as hereinafter alleged, of Section I of' the Sherll\an Antitrust 

Act. 
: ::.:; 1: :.. ,: •.• ,'. '" t '.'.,' •• ' .': ) ..... ~;~ 

2. 
,.: ... ', 

The' 'cie'feridai:its are inbObitants of the District of New Jers~!. 
• •••• :. " '"I 

II. DESCIUPTIOH OF DEF;],lDAi'lT'.:i 

3. 
.. :i':. '. j 

The defendant l,;erck & Co., Inc. (hereinafter referred to as 

defendant, j,lerck) i~ a oqrpqration prganiz·ed, ,and' eJ(isting UnCleI' "the 'laws 6f 

1 (Over) 
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. . . .~ . 

the State of New Jersey, with i~e f).:in~ip!i!of.fi<:e at 126 Lincoln J\.venue, 

Rah·'iay, New Jersey. 

4. The defendant P(J,iers-i.eightman-Josengarten Corporation (~ereinaf.te.: 

referred to as P-W-R) is a corporatidn organized and existing uncier the laws. 

of the State of Few Jerse!, having it'~ principal office at 126 Lincoln 
.. '.' ~ '. .;.. ~ ~ 

Avenue, iklmay, j'ew Jersey. The said;corporation is a ~moll:r-o\med ·subsi-

diary of l..Ief~ntlant Merck. .. 

5. The defendant George \1. l.ierQk has been and is president ant! a 
, 

member of the Board of Directors of de~'enda~lt :Hercl,,· His business address 

is 126 Lincoln Avenue, Rahway, Hew Jersey, and he· resides at R. F. D. 129, 

West OrAnge, l~. J., within the District.of ~;e\VJersey.·He has participated 

and l~oi.vp;rtid·~~~es 'i~ the Qi~~~tion ana 1.;anageIl'.ent of ·defendants· :jlllelt~k~;·' 
and P-~{-R and has approved, authori'z.ed, orCiered. and· d.one·· some· or all of"' th'~· 

.\:; '..' .. . 

acts herein alleged ~ have been performed by' Aefendants· l';erck ari(): p-\"l-lt 
. . . 

and constituting the violations of i(i-w her~in .. complained of; . 

,!,' .... 

6. The following are not made uefendhnts, but are herein named as 

co-conspir8 tors in the unlawful conspiracy" hereinafter alleged; 

. E. Merck, a partnership trading and poin~. busiriess Undet· 
:, J, , : • ~. ..~ . "'-' ' '. 

that ;h~m~ ~<.i style in Darn-.stacit •. Germ~nY ,(here.ini.li'ter':referred . . .. : .. : .. 
.• l .• ~" .' : • ' . ~.' I , • . 

to as Merclt-Darmstadt); 
." ~"! ~ .. :: !: '.. i .. ll; : .:; ,': .. ; '.: ... 

Dr. Karl 1ierck. a mempl.lr o,!:; th~ foregoing fil'n\;··()·. "Lbell, 
:if-:~.1"':('" ':':':~ ;;:: :' .(. .... ~ '.'J"'~:' 

a di"rector thereof; an,:! B~rnh~r~L PfQ~eqhiiUerj· a·.member "61< 
';':! .:.:,.".:.;'.::':"; :\t ··::~l:.·:.·,!···I! .. ·.· ~.,. ,. 

represente.tive thereof; . 
:::': . ~; i' '... ; .• :.:: ;' I " : i .. ·.. _ .! .. , ~ 1 .. 

ti·;;;~ ·~orporations, now dissolved, hereinafter described 

and desIgnated as IIlerci< /';: Co. of !Je,~v~orl(.I iiIel'cJl; &' Co;, Inc.·, 
,.,! '. ' J:;';: :..~ .... 

. ,: ... ;'1', .• 

and the r,ierck Corporation. 

,! .. :; : .. ::' .. :', 

7. Defencla,n:t i,;erck· rr.anufacturet;chemic~i" sand pharmaceutic"als for 

2 

., ~ 
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medi~'fnaf'and hdusehold: purpos~s. It a,l~ pJ,'od~e.s industrial chemicals, 
•• " ••• , ....... ·4~ .. '· '!'~':'.)":.::"'~'''' r'.:·~:.: .. ! . .' •• :.::. 

including photographic, laboratory and an!).lytical ·chellli.cals and a,gricul-
•. :. " '" ::~~.:;.~ -:, '~., .... ;. !.: 'J f!:"'~,''' :~, i ::~ .... '~ 

tural specialties. About l,200 types of chemicals and pharmaceuticals 
• .' .:.~ •• I •• j' v'" '. . ,...... 

are produced by said defendant, including" synthetic"'''italilins~ narcotics, 

.... :', ":" .f, ',; 

quiil"ines, certaln sulfonamades., 1irstl!lical~,.; ~.sinu~ps, clt.rates, 10(110e5, 
; .,';.' '," . .: .~ 

mercu~iars, anu at·il:brine. It is. tfle largest rll~nuf~cturer of pharma .. 
'. . .... ' ( ..... : .: ..... 

ceuticals iri']the'Unlted 1;;,tates. 
• • ,I .: '; .. #,. 

. .. ~. 
~; : Defendant i .. iefck.rnanufa~tures\~e above-described products-at a' 

. ".: " '.i'" '. 

number of plci~t:s,· iricluuing,ri1c.lil.t.B . located at.;. Rah~ay, Kew Jersey; 

Phila~elphia; Penll sylvani a; and Elkto!,!, ~;irginia. It maintains branch sales 

offices and ~iarehouses in New York, Ne~~ York, and St. Louis, l,iissouri. 
f' ..... " :.. .~.' '! 

Deferidal1t UerGk sells and ships .1qr~e quant,iti~s of its ~.aiCi products' 

: ". 
throughout the United 
'1\. '. " 

mentioned. Its gross 

St.ltes:iand ·certain: fqrEdgn coul'}tries hereinafter 
. .: ;: ! ';" ,. •.•.. . 

saleshaye ;alllounted. to.rpore than .;,43.541.,000 
. ~ '.:. : .' .' .. . . . .. 

annually .. '. All but a small. part pf s~ch 5~l!!.~ r~v;e been made' by d~fendant 
• 10' • 

. , ' . 
i;rerck in interstate and foreign; ~O(!Ili¥l~~~: .. ~:' :!. .' . 

:.:. '9 •. Among· the chemie.als al!d pha:r:Ii!~I(~l;luticals manufact~'~~~ and dis-
" ••• ',' • f.. ~ 

'" 
tributeu by d~fendant j-,jerck are certain so-called "specialty" drugs •. A 
... ' . ". . 
, speCialty if ... the 'medicinal chemical indus.trY ~s a prqduct sold under a 

. •. • . ., .'.. ,,:'.' l ~;'.! .'.: ",. J 1· 4 • .' 

di'stlllct:j,V'Ei- nar..er'A'Elurl:r·always. ,a .trade,..mark t:lame; as' distinguished from 
. ' '" :. :: ";.. '. • • '0." :'~;,' .: •. ' • 

mateHIi]:~sblU under ·their chemicalnarresj .it is usually derived from a'" 
, . . . :" :. '. ~ . . . ~ : . . :~' .... 

p~t~hted til' secrJt. process. 'It is USllall.y sold' in a small, distinctive 
• ..... . '! .. : ,', 

'unit 'pAc:kage":as :Oontrasted with bulk che~c¥. sales; and it is usually 
• I', ... 

, . i.1 

sol~i"~t:'~'higher j~rice'tl:lan the.prj,c.~~s obtained for the bulk 'chemicals 
• "'1', 

'".': 
cOJnpri5iri~ .5 uch ·speci<ilty.: 

-':.::";'.;. .. ...... ::.,:... o. ',' ,.:' 

. 10. Defehdant. l';orcICprocesse13,·;anci ·di,st..r;ibutes Chemicals' ~ld phar~~~ 
. '.. • '0 01 ... ~_J ': •• ,,::;: ,: t..: .:L.I ; .... ~~ ... ..: .. 

ceuticals inth'e' Do'ininio!'l·;o.f:.Cpnada ;tb:r:'o.u.go ':a whollY-9\'1ned subsidiary ~. 
,', .. '. . '. ." ~ .... 1' .; ~ .. : ;.::,;' .: .. : , ..... &:.~.: ;~'l.~: .t: ... ~ .... ,;:,. 

l.ierc1{ "e;' Co.')' Ltd,>, ':which· has j, t~·.·pr·:l.nci9ql.- "p'le,ge o.f ·b.l1siness at kiontreal, 
'" .... ~. . ,'~' .- ,',".1 ~ .i; ~;;:. . :'" : 

,: :~~~~~~a~~·· .: .. r::.,.~' ·· ...... ·l~:·t·· ... ;:t .:' 

» 

. 
'.; ;~~~~.~ ;~:-"'~ :;:' . 

export to fore~Gn oountries of chemicals and pharmaceuticals in the manner 

3 (Over) 



    Case 2:11-cv-04323-WJM -MF Document 1-3 Filed 07/26/11 Page 57 of 123 PageID: 154 

fore~gn trade froJ.) defena8nt Merck. 
. I' '. " ~ "'.' 

• .:. ~ f. 

12. ;jince prior to t~e ye<\r 1~91.~l!g"contin\lously. to the, pre~e.lJt, til!\~, 

lvierck-Dat;ri!staq.t ~L'S carr.iedon the bus~nel;l!i of m[jnui,~cturir~g, <It i\s,plants, 

in Ger: iany, and marketing, at home and abroao, cl1elnical ana ph~li1aceuticB:1 

products. Tile Sflid firm h:;.s, been and is ,no\'l o~e, of:th,e werIc;i's larGe~t 

manufactur.er~, ~nd distributors ,of such p~CXluets, ~n<l; t1a'S c"rried on ,a large ',' 

export t.rClqe, t~1~rein to all markets of the worl,\1 e,."{c~pt, as ./1ereinai:ter 

described .•. 

13. t~ tl:le y.ear 1,391 one or. more of .the part,m;rs, of iJerck-Darmetadt 

organized !i par:tn~rs!1~p:in tile Un~tea Sti.ltes ,upder;.~hename. and style of 

Merck &. Co. J\ corporation with the saIne name. was fern)ed. under the 1a",!s of 

New York in the year 19U'3 to take over. tile business of said partnersh;i.p •. 

Herck-Darmstadt Ol'ofn,ea and retained substq.ntial interes,ts. in the saili ~~rm 

and th~". said ?orp.or~tion (both hereinafter referred to as j,jerck ::.e Co. of 

New York); 

ll.; •. Pri,Qr~?the F;irst Vlor1d."Ilai', i.lerek &.Co. oLhew lor!<;aeted as a 

selling"aZency for: Merck-Darmstad·t. AS s~c;:h f,!'t1el>. agent, lvie~<;:k'~ Co. pf'· .. " ; ~ .... . . . .. . . 

Nell York ~~r;e~c.L ~P confine, alIi of. i ~s dis,trib,\ftion l}nli.sa1e Q£ cn emicals 

and ph?-r:m~ceu~j,cals tq ,th~ United States, it:s clependEllJc;i.es,'Cal:1ada, .and.:, .' ~,: . . . ,,' ..... .,. ...... '....,... 

the be1Q~-I~ntioned 'Joi,nt ,t,err.itory. i.Ierc.1~LJ.arj~;?ta<:ltvas exclu;;i v,e.ly &llotted 
~ 1'..... . .... • : , ...• .... 

the mark~ts /o.r.s~?~ pr.9?uG,t~ in ;s,11. other: iqt?un.~ries; :qf.tl}e .~dd e;x-<;:ept, ... ,: 

fer said joint territory. i,;erck-Uarmstadt and j,lerc\{ {.;. ·Co.ot Hew. York ; 

agreed, that toe: Phg,ippine ~s~~~" GU,ba, and.:~h.e VJest ·lnd;!.es ,shoulu be ~ 

joint terri ~ory" ito which, ~ach, sl}ou;I.a ,l1e.eq4a1J,y frl3e, ~o, expor1;.·.· . ; .... ' .. ' ...... '. .... " . . . 
" .' ,: 

. ~5. p~i~'$, ~he. Fi:r."st iiorld ~j~rtIWl;n:ter~,s;t~ ;O!Mer~k",:Darrnstadt l,n 

Merck .::C Co, of New York.lere seized by the Alien Property Custodian of .the :: 

United States. The .in~e~es.ts, so: se~'Zed \Ier~ .. \h.ereaftez;.,pureha'!!!3d. .by : : 

: ~ .:.,; 
.' .' 
". .. :·i':·; 

4,. , 
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Merck & Co. of New York from the Alien Property. ·Custodian on. o.r apout:.~ : 
: II" • • ••. ;, • .' ;': " ••• ' • .' .. , . • • • I. '. .' ~ 

Augu,st +919. Funds to finapce suchpurch;;;.se ,jere raised by the, sal~. of,: 
': • :.... .' • • ..: ',. f !:.... I. .• ' . ...!. ...:. . 

n~n~;~ting preferred stocl{ issued by Llerclc (! Co. of t;ElW York, ana,Oo olltsiq.e 
.' • .' ',.. ~ . . . '. . ~. ,! . . I ...... •. 

'inte~'~s:ts ~~q~ired any shares of the voting st?ck of Me~,ck.& ~o. ~f .'. 
.. . ~ . . ,. 

New York upo~ such acquisition by. it of the intere~~s. s!"ize~ .. py the ~l~ell . '. .. .',:.", :. 

Pr:operty Gust,oaian. DurJng the First World \Iar i,lerck & CQ •. of ;':ewYol'k . .' .' .... ,' .,: .' " .'. .' ~ ': . . .... . . . 
expand.ed. ,it.B .own manufacturing faci:).ities, and 'f?ince . then Hand U;:s. 

. . ' ". ..' . '. '. .".. . 
... : •• ' . ':, l. I " 'f.· . . . 

succesB0t:'S, including defendant l,;ercl<, hilve from ~ime to .. time gre.atly 
. :., ~.. ..) . ,. I,'" " •.•• 

.. ,;.... " . 
increased the-ir manufacturing operations in this country. .si!,ce.~he a bo,v~;: . . , . . . .' .... . 

to'! .'.:,. ... ' .. 

descriq~d seizure and aoquisitiqn of the interests f:!f 14erck-Da;r~;';i.t;?dt ·in i:' j 

••••• :.: I .:i 

Merck &: Cp •. of l'lew York, the latter company and its .successors, :includil'lg.:.-:· . 
• ' ,' ..... , ', .• ', \., ,. '.: .! • 

defenda;nt Me),cr., have .been financiall~ indepen~erit of J ~nQ h~ve herd n9:. 
':', , . ..... ,,' 

corp~rate,affiliation with, Merck-Darmstadt, and they and ,jerck:-D"I'm~~adt,~ . 
. :': .,'.:. ',' . " 

except. for, the illegal restraintshereinaf.ter d.e~crip.ect, would: nav~ ... :, .. :: ... .. ;!". 
~.' . ',. .~ '.~' " .. '. . 

'competed in the manufacture and sale ~f.:,~.~:~~~~caJ. and pharmaceuticr~l .p~:<t:.!I"!'.; 

ducts .in interfltate and foreign c9plll\erc~. . 
. ! .. ;' .; j' ~/ •. ..1 '. 

16.. During the First Horld \Iar, the blockad.e of Germany ll\a.il!tained 
. . .:.~. .:;' . "~' .~.: .. :," . . i. " 

by the. Alliec;l .powers Prevented lvIerc\<-Dar;.lstadt fI'!J"!- shJpping i ts; p.l;'o~u~.~~.; .. , .. . : '. . :...:. " ~ . . . '.' .' . '. 

to South. and. Central iunerica and other markets of the, W?rld •.. : ~l?rc:i"/" .. ,C9': v,-; 
0' ~; .... ~ . "; . ... , .' J 1 i .. J' ;" ", 

of N~w Yori( obtained, a conSiUt:lNbl~ export .business in .~~l.es Gf ... sne!1P.c:E4 .... : .. ,:, 
. . '. :., ." I" • ~ • • '" 

al.l'" pbHmlfc~':ltipahin countries located in ::.outh a~d Cent.r~l,An.Jeric.~ ~ur~ng:, 
: ;~ J .' : :~ ~ '.. ,. . ~'. . . ' •.. 

that .. pEq~iod. Upon the qpn~l\lsion of the First VlorJ,.d War Me.rcl<.~: Co. '. o~ ..... :: 
• 0 • ! . . . ~ ~ . . .'. '., . . 0 :. I • '. '. ... • "', ' 

New 'Y;~rk surrendered its 5aio trade aou commerce in such foreign countries, 

that is, those of South ··ano'Cfmtrai funerica,' and a1.loy/ad said trade and 

comr-aerce to revel't to j,ierck-Darrr.staut •. i.l(Jrok ~ Co. ,of Uew Yor\< ~nd Me:i!ck-
.. ", .', ~~ , .' .,: ';,1: : :.'~,,: .f; '.! : ..... :'." ..... :: : .. , ........ : .. ~ :.; , .... ~. :..... . "" 

Darmst~dt bot\,! thereafter resull)eu the, di vis.ipn 0*. trade.> territorY be,t~e~~1- ;.;:.i 
• • :.. .. :, i. :.~ ' .• ' , • '.', , .. ! ":'0 :":; •• ' 0 t. :' .' I):. . '. ~ .;. ~ .'. ....., " •. •. . 

them. hereinab9va qescribed in Paragraph 14. 
• ':':: ',' • ".' t' '.' " '" • : :' • : ... : ~ i" '.: i ' .... ' .• " : 

17. In the year 19~7 Mex;cl: & CQ. of New York merged.with .. the .. PqlYel'S- ; .. \' 
.1, .:. :' ';: .. ';' t -; " •.. ~. ,:" ::.:.":' ':" ',.1 ..;... : .• 0" ' 

Weightman-Ros~ngartlHJ. Comqanyj a corporatJon th~n existing u.I!~.er. th~-;l,~~~ ... : . 
• ' : .' .. :,. ,'\ : '''i:'':, ' •. J,. . , ... :: ," ; ,,,' ,0';' I ., ........ "," • 

of Pennsylvania; the salH~ ?ei~g :t~.~ .s~~oe,s.~~r ,Of .. :8 :p:~em~C.~.1;:~9~.sE? f0l!l14~d.: ;.'. ";'.' 
' •• ' • ,.f, " 

at Philadelphia, Pennsylvania, in the year l8l;3.}.ferck & Co. of New York 

5 (Over) 
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and the Po~Y.ers-\'Jeightnian-Roseiigat-ten Company conveyed ·their assets . and .. 

businesse's to Merak g. Co. '; IhC., Ii corporation organized under the' laws of 

Ne\v Jersey'in ,June 1927·,' ·The latter corporation 'transferred 65-1/2% of'its 

common stock to Merck '" Co'~ ·bf .Lew York, which changeci its name toTtle 

Merck Corporation, and 35-1/2% of' its comnkm . <;toek to the':Po\lers-Weightman­

Rosengm·ten Company. j;lerck- &. Co., Inc. thereafter formed'defendant Powers­

Weight~an-Rosengarten Corporation (herein called ·P:"W-R), incorpo'rated under 

the laws of ;le\/ .Jersey,. as a· wholly-o~med subsidiary of said Merck & Co." 

Inc~ P-H-fl's·corporate ·naine:a.nd ehtity l:ere ke'pt alive by Merck & Co, Inc. 

and by defendant i.!erck, but· P-\l-R becar;ie inactive commercially ana remained 

dormant until it began in 1939 ·the activitie's ·bere·mafter. described • 

. 13. In 1934 1;. he Merck Corporation and f,lerc\cJ:Co., ·Inc., reorganiz,ed 

ahd were consolidated by transfer of their assets, businesses', liabilities' 

and capital stock to a new corporation, defendant "lJerc\<;' ihcorpor~ted in·· 

that year" under the laws' of New Jersey. 

19. Defendant M!'i!rck through the aforesaid reorganization acquired· ,. 

all the"rights and ··asswned all the obligations of its said predecessors, 

incl.uding all rights an,d obligations created by the hereinafter described 

Treaty Agreeraent~ All .. the acts,. understandings;' and agreements herein-

eefore and hereinafter alleged as the acts, understa.ndings,· and agreements 

; of said' corporations, namely ,;,jerck ,.; Co.' of· fieW"Y'ork, the Merck Corporatfon, 

and i,lerck <i Co., Inc., have been adopteo ana continued by 'defendant Merck • 

.. ',' ',', " 

Ill. TilE ITIOLATIOi;S OI~ LAW COEPLAIi'ED OF 

20 .... Derfend'ant,s and':thei-r' co-coflspiratrgrs' have been.1for tnany yelirs ;: 

viola ting 3ection 1 of the Act cl' ·Coneress approved' July .. ;:!;' 1390, . enti tIed 

"An Act to.Pr~tect Tracie. and Gbrruerce against'Unlawful Restraints and 

i.;onopoliesi" .. as ar:uimded, COFl!,10nly'known 'as- t!;le$herman Act; 'by contracting, 

combining; and conspiring. in restraint of. trade· 'and cornmerG:e' ~' ... '" • ': ... i, ' .. ;. 

I;' 

6 
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in ch'~mh:li imd pnarmaceutic'al [)r.oducts ~ong .. ~he. ~everal states ?f the: ; 

United St:iltei3and' with. :t'creign nations .11S. h~reinflfter set forth, 

".,-,; • .,1 ~,1r .. 

.. 
, ... 

,"' .. , -'i. 

't" • 

: ~ .. ' ::. . . ~ .: 

. THE lJNLAWFUL CO~TRA':~r 

. .~ .. :. " .. 

;. ;"'21.' On' or . about November 17, 1932, ~,ierck.~! Co. ,. Inc ". ~nd ~~erck,:" 

Dai'ltl$tadt mad"lil and entered;into a contract knov(ll: as and. he .. ein calle!! 
. • .,." ."#',' .... ~ '. : • ..,1 ":.:' 

th'~q''';'e~t7'AgreeitlEmt:1I a true copy of v..1lich,-is attached heret~ .. ~~d mad~ .. 

a paili:::' he-reof, mark€d"lEXhi bi t A, 

., .... 2i-:: By'the' terins of the Tr.eaty i,greernent,: j,ierck-Varr •. stadt has agreed 
";'\ .. ' .'::. 

with defendant Merck that in the sale and aistrl bution of chemic~ls and 
-.:;.:: :',. 

pharmaceuticals defendant Llerck should have the . ~:xc1usive r~gh;t; t.!? ~se, the 
•• ~ ~ .r ~"":..., 

w6':fd;iiJrcik~:eHhei' .. al'6ne or in .conjunction with ~!If co,m!=li.n.~M~~; wi:,~. any 

othet'Vl6r'd"br:1n':confiectiot!:with any patent or .tr.~de-I,a~k 9r In 1m3 9ther 
. - • . "- .l",· .). '. . '. ~ t,: 

w1iy,'~iJr@ugti6uttlle Uhiteifl;jtates,;its.territorie~ "and de!J~I)uencies, and 
• • . _J .:.Ii;. ' .. ::. :.j 

···t~hai:i.aY Dele~dar\:t 1;\erc\( and iilf.rck-Darrnstac)t, have ngreed by the te~ms of' 
. . .....• ..... :; ' .. ; .. l:':'! 

:t~~~Tre'aty:iiti;:Nienliilnt that-Cuha, :.the West J~d~!3.~, nn d the Philippine Isl~nds 

sh;6ultf :be-'j~iht"teri"itofy in' which: e:ach s!lould: hflve ~he right to use the 

name Merck jointly with the ot.her.: .,pI;lJe!1d~mt..Me!,cl: I'.\as aGreed with iderck-

Darmstadt by the terms of th'e :Treaty., ~gl!e.er:~eF:lt-. ttl~t ~ ,rck-Vermstadt should 

h~.ve . "the eJ(cYUSive 'right to use 'the nam~ -,~.i~r~ls.:iQ the t lIanner above stated 

~n' an· other 'countries other ,than ·those !h~reinf,l-90,,~ ,ref 'erred to, The 
-.. 

Treaty Ji,gre~it.en't pro,,;t.1,ded. tl~ak~the. afore sai<;!. exclusive d.i vlsion 'of trade 
.' '. . . .: ...... ,: . ' ... " ;:: .: : ~ :: 

"'territot-y'"iil'ldQi"a 'ae in' perpetuity,' . Sa.i9· Treaty ~s;;.s1;.nl in force and 
··t ', • ."1.;': ,! 

ettwl.t·;',::'·. ..1'::· <..:: ...... ! .;.:;.,. '" , en; :.:.::.:",:.' '..' .! ; .. :t-: :. '::.::.:':",!.:.',,: ., , .. ~. ~: f; 

;.J2J:··':B~ 'bhe 't~r£\s;o£:·the·.,Tr.~aty; Ag1:~f11 .. :ent .qefe.ry?:a,Pt i;ia'rck 8n~,~1er;.Z.k­

:~:Da.hn'il·t-"ad"t 'l)iive ::furt.her-und.~rta.ken .:t.p surrender .exclu~.i, vely t Q the other 
• '. . '" ... .. • ...•. ' t '.: i .. ·. . '. '. . ;:> ... '.' . 

in . '£fie:''oth'erJ.,s':allotit:ed ,.~~clu~iv~ t!!lQ'4- to:r.y • :re;~.e.rY:ing a def~ ned share. 
, ' ...... " ....... : 

:in th.e; pr.otitis;· all melV"pnoduGt.s,.9..~vf3l;oped .b:t-.:.e;ith~r }J;.the f" ture as ., . ",: ., ........ . 
speofa1t:i:es •. S~ec.ialt'ies,. thEH1at~re. af.;~~h~sl1 is ~r.t.f~r,~h inP::..ragraph 9 

? 
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above, are of grea.f: import:mce in the trade carried on by rnanu,fae.turers 

and mari<eters of chemical, \and pharr:"aceutical proaucts. ,In further 

implementation of the inten+, of the Treaty Agreement to eliminate cotnpeti..,j:~ 
\J .. 

tion between the parties th,l,reto, as hereinafter Illore fully· described, it , 

was also provilled therein that the parties should mutually e;~change ~nfol'ma .. 

tion and' experience reg~rdir~g their ~especti ve prooess~s and improvements 
• 1· ~ :. ' .. '; ," • 

rela ting to des~gnat:e'd presor.t proCiuc ts and to future, proGue ta. To like 

purpose'and .'effect' it was fn ther provic;ed that the parties should infQrlT, ' 

each ot!ler respecting rart IW t eria1s, conaitions of markets, inventions, 

an<l 'ot/ler general inforl~btit,r ,. It was provided that the term of all ~he 

underta.kings'T.;entioned in tl}tS paragraph should be 50 years from 

24. 
" ..... 

Territorial divh'j,on of the use of the na.me i,ierck, as effected 
. , 

by the' Treaty Agreement, III ~ not maae ~e.::essary by any reqllirement of law 
.. , ... 

i.n any country; nor have t,Le laws of any country recognized any right in, 
, " 

r· : • _ i . . .; .;. 1 '. " 
the:othe-r' froni d'oing bus:';:8ss in such country under such company's ~rname, 

unless"'soleli bj fGrce c~' the l~ro;is~~ns of 'the Treaty AgreeH.eot. itself 
'" : 

. ! .,\ . 
" 

25;' ··Tei.ritorial cLvision 'of ttle right to use the name i,;erck, .}!:~ . 
....... : .:' . 

effected by the 'Y'reat:·,:, Ai.~reer;1el'it, \/<.:S not necessary in order .to .. prevent 
•• • I. • .', • ': • .' .,',.. •• , • - ~'"" ',~ .• ' ,I 

confusion as to the iI-entity of: the' s~idcol~panies. Ther.e was !ind co~ld .•... '1 
'. ,'. ~ ',.;' ',:,. ',' :; ~,:",: . ';. .'..' . I.: ,t .. .. 

be no confusion amone chemicai"~md pharmaceutical manufacturers" dis-
. '. . '.' :,':; . • . . ... ~ ;.: t·····" 

tributors, wholesal'F$ andretidl~r~;: o~' ~~ the part of the public, as to 

the identity of pr.~-.lucts of the two parties to the Agree:.:ent. , The name;, 

of th\3 German COn;f't'.lny has been and is kno\ifl and used in the ~rade ?:s IIEII~, .. 

';.' " . 

Merck Chemical '\;'fiks, Darmstidt. 1I The term Darmstadt has alwa,ys aSI;lOciated,: . " .' . ~ . 
, . 

that company wi'!1 a locality so knm'~ inCermany vJith a company there ... ' . 
org,mizecl ana (4"ing'bti~ines~~' The na!'le of the American company has been 

find is known ,.i IIi us~d :in the trade as II;'Jerck & Co., Inc., Rahwa;,', N. J. II 

8 
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Amo~~"Ch'~i~icai "'and 'pna~~(£'c'~Litlc'al'crsalets":ahd d~s'trnju1;or,9,the' u'se ':of th\il, 

name M~~~~; ::1<' ~': ;''''6~ the"labeis, 1~~;tt:erhi!M$ ~:~tl':o~dex>: fcitms, Of:'d~'fe~d'~~t 
Merci< assoCitt~i: 'Ii' with the' 'locall tF~f"~fiai;'na1ne 'att&,ildim'tifies:' it '~~':;: 

I .,;.:::.;..:.... . .. .. 

that it has other'offices'locat'ed Hi"l\ew. io~k'i;n.::Y.'V'St~,Louts;j i.d~.:t:,~'~p,d',,' 

Philad~'l&~r~:" Pa: in contraht to t:hos~l bftl1e"~dc~cJnc,pmpany the,' ia,bels, ' 

lettet:il~ads ," ~~d'ord~r: fO'rii',S or' the Gerlrian 'coilii)il.hy-:'Mlve, b~r.ne the, ii~;p~int·: ' " , ' 

"E. Merck, liarmstadt, Chemische Fabri~~n 
"", . 

, .,'.: ~.:: . 

"~.i"~~'e;'~:·it~a~\h'~· p\.lIPOs~ and1n'te'nt:ion 'bf 'iJe'rck '& Go'., Inc. and Mex>,ck-
.I~·:;·r:·.~·~ I.;' ');A', .:. .' .;",1 - '. " .... " 'r .' ~ . o • .' • 

Darmstadt in entering the aforesaJ.d Treaty Agreeine'tlt toe'ffect cqmplete', 

• :~"" ...... :'.;". .. ... :'1; '., ..' • ,.' ..' .,'. .•... •. • . :" .... . .. , 
div~sion of trade terr~tor~es ~n the' 'sale anu' d~st;riblit~Qn,,(l)!,.,alIchenrl.cal, 

w' .:'~:.. !.,: i·. • ',1 • .,' ., : ~ • , .'.. : :. . .' ,'--' '. '. . . 

andpharrnaceu tical' prciducts made by th'em -am' to' su'ppress' all competI t~Q~i 
) ':' ~.~ •• ~... ; ~ '.' t ·r :'.";; '. . : .'. I" , . '.. ~'. • "v" 

betweeri them in the United States!i.hd' in foreMn ;markets. ' , To: accoinP,ii~J:i 
c ', •. : / ;. \1 .. ··" '.: :." " I :. , • . ' ,.: ,', ~: • ' .. ,. :.' .; ... :.: : <. 

such purpose l.lerck & Co., Inc. (and'thereafte'r-defendant: 'i..Ierck). an~ ", 
.... ,!: .. .! .' , ..... • ' . ." ~ . , ., I!.: ~ , . . '. ;. .' ~ • " t " • ::. •• 

Merck-Dahnstadt planned to sell' all' such 'P'~ouucts: made' by ,'eacfi orily, under 
.. ' f , ' I " 

its re'sp~~t'iV~ firm or cor'poI'a te nade arid 'have, !l1t aaj: tiues',-(except: for d;e 
'P-W~it ~'cti~ities h~reiriafte~ Jescribea) 'addI)t~d:(t}le"co~rse 6f:t~ad~" and", :"l; 

foll~~~dthe'bu'~i~ess prJct1c'e' of! itfei1Uf:(:irlg' :5i.tfjst~Uail:r "iiI 'th~: ;Pl;'Q~": ;"" 
ducts of e~~bY 'the ~se'of it's ~e~pective" company name.":'l~uch'id~niii~cB,t.1.o~ 

'" " , " ; ,,: (\' ': :, ' .. _- ' " " " " , : " " ' .;, ' 
has been 'invariably practiced'oy defEmdant'i,;eN:k arid' Mel'Ck~l}arriLstadt':,,:by ~ f.-,,: 

:,.. , ... ~.:',~"!.: .....•. ,I !... " . ' '. . '. '. ' . . , 
use of labels &ttached'£o aU packa~es in )~lhich:!Jroduct.s. oi'i.the,:re:spe~ti'f~'.; 

co~~~tl1~~ have be~~"'~6it; 'by use'·ci·f':letterheail5,,"ord~r.'fo:r;'1B;~',biils, QC '" '.: 

I;~~~~;ih~o'ic~is,i ~li~ertfl;~~ent'~': a:1~U all 'oth~er'~H·itten; Gor.lunici-ltioP'$ '~I:1~r.e­
i~ ~~~~ ~i '~J~i{6'~I~p!aiiieFhlfi3: 'i~~1iriabl~·'Uti.!J.JZ~:Hs, re'lJPeictiv.~~,Q.mp~nY,:", 

~. l! . 
, .... 

" name. 
, .-: '1" ;.', .... t.. . 

, '" , '27 ;D~'f~rid'~;1t~' 'lJ~'t~{ ari~:n',le'i'ck':Da:r!ns tact't'h~ ... e' at: ·all: 't:j.lIIe~ .exe~u~~~,. 

and '~~,m,li~d ~lt~.'th~ ''r~eJiY' ':A.'greeillierlt :1'71 I~vert;!:i"espectl/ :al.ltl"b~,'ie" QP~lt:l,nl!~d 

th~~~'~; :'t;o"'e'fferi:t t~i2;eJl for ;:the '!~l1i/:;R ::a,di v~t:i-es A:e~e'in-af,t6r ,des.qr!.~e~) :: 

. cor~~i~'tt't~t~it:~;i~(di~{'~'iori of;s~bi§'t:an£ial1'y;an af.: ttre~r, :trade"an<t.,,;; "i, 

I, -b~~i~;e~~~-J;lbef~Aaanf :i.:erc{ 'ani!' !:;ercl<JiJii'r6studt: have :~lOcJl',at"all': t~mf!,~:'.':',;, 
:' ! ,: ~H.-.. ,: .•.. .! 

. :" ~ '. • :. ~I 

9 
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(except for the P.-H~.R ,act~v~t.ies her~inafter described) refraine~ from all 
.. " .. " ,' .. " . ,I. •... ... ;.' .• . 

export to and, all trade or business in the C!th.e.:r:.' s a:foresaid exc:}.usive :: ., . . " .' .. ~. .. ". '. . ". ..' . . . . ~ '... . '. 

terri tory exc~pt for shipments of chemica.l.s and phal':il6.ceuticals made 
•. ~ • . . •. . : I ~ , " • . ~ '. . ':". ' 

into the other's territory at its re~uest. The operation of the Treaty 
'. :.:...::.' ": . 

i\greelJlent as here alleged is more full.y set forth in the a;LJ,.egations ~f 
~ ..' • io" t •• \ , • , ,i', ' •. ';,. .' . 

Paragraphs 33 ~~rou~h 37 below, and the acts of th~ p,arties therein ~et 

forth have been done in compl~ance ',liti', and in execution of, the Treatr. 

Agreerr.ent • 

23. When the ~eaond liorld ~var prevent.ed r,ier:k-Darmstadt from exp.0rt-
• :.j' 

ing chemical and pharmaceutical proQlIcts into certain ~f the ~ountrit;ls 
: -' :', :. ,; . 

allocated exclusively to it unCleI' the aforesaid ~~reatl' defendant iAerck 
. . : .. : ..... :'. ' ~. ':.' .' .~ .: .•• '1 • : 

adopted liS a purely tem!,orary e;~pedient) for th:l period of the war, t he use 
: : . :" ' ... '.. ." ...... ,:.- . ':'.... . 

of P-W-R as a. vehicle of .export, to 'Such countri'ls, and now. seiUs for export 
'" ;. 

thereto by and th rough ?-W-i: and in its nallle onlY. The defendants are, 
.• • . . . . .J, 

wi th this adaptation to ~1G.r .condi tions, continuing to adhere to 0e Treaty. 
1',;. ',. 

Agr~ement arid are noVi 1:1tilizing P-W-R in order to keep .the Treaty Agreerr.ent. 

ali ve and to continue its operation. Defendants n01ll plan to, and hfl-ve 
" ".' 

agreed ~ith J:'erck-Darmstad~ to, discontinue all shipments through P-if-R 

and in its name after the war and to revert to their former practice of .... 
selling Chemicals and pharmaceuticals only under the name of defenci?nt 

1 • :f' .. ; .. ,0 •••• " \" '.:.' •• 

Merck, and to mainta.in the territorial division of the entire trade and 
" ',: f ; :::." :': :'. .: .:i :. ' .. :' .. ' ': ....... ':' . :.. .. 

business of Aef.endant Merck and Merck"70arm~~adt, respect~vely,. as her~in-
~ .' :;.:. ~. ~ . :" ". ,', . : . :. ; '. . .. .. 

above descr~bed~ The operation or the Treaty. Agreelnen1i as. here alJ..eged is . 
_,;;",: ,".::.:':':,' ..... :' ,', . ':: ".:' i'" . . . . • ..• . .'. .' ,', 

more fully set forth in the alleg~~ions of Paragraphs 33 thr?ugh 42):?elc;>~. 
.: ,'. '.:'~. t : '0' .~ •• •.•.• .', ~ : . • ..' • .' . '. .'. . ... 

29. By reasol1 of the matters and things hereinabove set forth, the 

said Treaty Agreel • .ent is, by its terri.s) by the business practice obser'led, 
... ,' .," .... : .. ~.' '.~ '. ., . . . . '.1 . .... . . ~ '., :'.' '... . ,.: 

by the interpretation placed upon it qy .the partie ~ a~d b;Y the.ir ~ntent, . 
• .'!',,:' ,,', ~ .' .7 : '. to, ., ~.'; ',: I :.: ~ :'. .-' • ", • • ,. ;. ! •. . : ,"'.. 1 •• ' " 

and in its operation, a cont,ra,ct in restraint 9f trade alilong the .seve,ral 
, t .•• ':, •• ' '. ". ~.: ~: : " •. :~'. .. ... : '., '.:: ,: • . ~ •• ' • " 

states and with fore.ign. nati.ons in. ch.endca;i. and pharmaceutical pr9ducts, 
: . ':' .. :' • .' ;; ,.,' ::. " .' .,',;.: :.' ! • " :. I .; :. • .. '. ., .. .~ 

whereby ~efendants hav~ ?~~~ .. ~~~'. are. now. vi?la tin~, ary~ wi.n,. ~~less there.­

from enjoined, continue to violate Section 1 of the Sherman Act. 

10 
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THE lJNLAWFgLCQUSPIRACY· ",. j' 

.:'. ;.1 . ',. '.: r" .' .. .. ..• : .. ~ ':; '. . '. :.~. • .:" i.i' .• ' :1' 

J 30. In addition to the above-alleged unlawful contract, defenuants 
.', • # "',. ,': :',.l ".. :," .;:,.: ; .. .'. . .. ,: .. ': . .' ," . l.r', :~. ..', 

and th~ir 'co-co~~pi~ators, for ·many yei1rs jOlrior to 1932 anu ·cont.inuously 
:'.>~ .. ~ .. : . :;.' .~; . ,: .. ! :" ',' ":.,,, ..... ~. ',: ". ...". ',.:!. . 

at all till~s thereafter, h&.ve also knowingly engaged and are now so 

'" :, :. .:.. -', ;:: ",' . '.... ....: ..,'. '. " .' . .... '. '. . ~ ',' 

ation and conspiracy to restrain and prevent all cOIiopetition between 
~.:;:; _ oJ -'.. ....... .' ~ • :,' • .,':' ~';;:... :. ,:.' .: 

defendant ilerck anti Merck-uarmstaat in the manufacture, sale ana Qistribu-

tion ~t ~h~~i~~is' a·ri phaniaceuticais in inte·~stat~"a~d 'f~r'ei~' ~~~J~':~nd 
",,~. : 

, ~'" ',' ~ ", . ". ., .; i' I • " •• :~. 
commerce, by agreeing 'lith each other to allocate the !,Jnited States, its 

terri tories·· ·and·\j~p~~d·~·ri.cies and Canada' to defendan~ Merck as its 'exclusive 
:' ~ ... :.. .. • I', . \ • . . . ;". I. : .. , ". 

territory, to reserve Cuba, the West Indies and the Philippine Islands as 

joint te'rritory in wtiich b~th ~o~panies ~ho'utd be f'r~~ t'o trade, but a~ l' 
agreed, . u~~ior~; and'·' ~'~~-competitiv~ ··~~i~e:5; to all~~ate· to i:ler'ck-0armstadt 

• ~~;:'.!:;. ". • . " . :.: : '. I • 

as its exclusive territory the rest of the world, to cause each of the said 

com~~ri'ie~ t~ ;;~f;~i~':from exporting ~li' Ph~~;l~ac·euticals· ~~~; ~~~~i~~lS 't'o'~: 
: : .• :. .:".:':. l .i • • .': ~:'::,": •.• : . . .' • ',.l, . , • " •• It, 

and from selling any such products for export to, the other's afol'esaia 
.'. : ':.: .. :. .: .~!.' ...... . .·.!1'·· ..•.. :. . .:::; ... ~ .•.. ~. ';:!~'" ,. . 

exclusive territory, aria to cause said com~anies to surrender to each other 

exclusiv~ 'b~~ltoy;"i~ '~~e other's exclusi~~ ·territor~,:·:~f~l·~~e~~~t··~d 
.:: ,;\. r···: .• ·.·: :. . I •• ",.' •.••••. ;,.:. l·~.· ':'. 'J.I~.'.~~~t ..... ·:.. • • .' •• I .. "~"".':;"~ 

future technological developments and patent!;! and processes; all in vio-
,., ..... I! .. 

j ........ ':: .i;'·'·;~'.'~·'\···I·::':':"·,' ... ~;. ... · ... · .. I= .. ·~· ..... ;<':', f·: .. 
31. Prior to 1932 the corporate predecessors of defendant Merck had 

~.;:.,~ : .••• f·.;-. :;;' .. ;: •. ' '. .. ,: ,:",~;, \ .:.; ..•.. . . .~'. :, .. I '~(."!."' ... 
entered into an informal understanding with co-conspirator l.ierck-Darif:stadt, 

::.J;. ".:.::::.' '::;.:' .~ ".:' '.!:' t;.,: ~ ....... : ••.• ,~: ~.4<.~.:. ~; .. ; ... :. ..' .I"'~· .:-.. ::.';. ........ : ~ . 
the substantial tem.s of which are set forth in the preceding paragraph. 

t··;··:·. ,::.::. ...... : ~,'·i ';:; .. ~;.,:: .. ,.,·L.: ·.f'· .. :: .... ' .... ':,'" .,". " ; fi·. ' .. ' ... :. :',.: '~:' . . .... ~:: .. 
Such understanding' is still in effect between defendants and their co-

", .;'; 

•. ' " .:' .; :' ...••. : ..•... ':' .';' .. ' .... "1; • : t: '"':, ,",: '. ':.1" •• :.:.. '. ';., .... '. i:' : .. ) .': '.::... ;, ::," 
Inc. and Merck..,l.)arJ!istadt decided to. enter into a fonnal written contract 

": ... ~'. '':'.' :';' • ',,:, '.~'., ...... .':.: ~;,.;.,' "':'~' . ': I,; :.~ ."::., .l· ...... ,; '. ;' ~ ~ : ...... '., 
to implement and effectuate the ai£i5resaid conspl.racy. Because both of 

, ~ ... ,' ..... [.~ .~:·t·.·.··.· .;',.:, f:.·': ;'~i,j .... ;.~ '_ ••.... ; · .. ·l~! "~.~ 
the afor~'~·aid conspIrators· ··;Nere a;'~are· that a contract providing for a 

~ division;ot·:·sar~s'te~·rit~rY· b~~~~·~n the t~o:'~'~~i\tbe'i~: violati~h: or'the' .. ' 

11 (Over) 
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parties, notwithstanding the faCtsaileged in 'ParagrapI'B24 and i5 above, 

and enter into the aforesaid Tr€aty A~reer.1ent which apportionee;! th~ rrarkets 

of the world in which each was to have the right to use the name ,Mer~k., 

32. Defendants and their co-conspirators have at all times well 

known it to be their prac~ice, and they haye at all times intendeq. to 
; 'j' 

contini.ie and 'have continued it as their practic:e, to conduct all of the 
, . 

trade and business of defendant j;,i~rck and, Merck-Damstadt (except ,for ~he 
.~ '. ; 

P-\i-R activities hereinafter described) under their own respective names 
" ," 

of which the word rJetck is in each cuse a part. Throughout the pe'!'iod of 

time covered by said conspirac/, defendant ,i:erck and co-conspirator lvIerck-

Dannstadt ha~e, 'in execution thereof, refrained (except for the P-W-R 
. ',' 

activities hereinafter described) from all export of ch~!lllcal and:ph&rma-
, , 

ceutical produots into the other's said exclusive territory"exc~pt for 

shipments J;lade to the other at its request. 

33. Throughout the period from November 1/, 1932, to sometime in the 

latter 'part of the year 1940 defendants and their co-conspirators, and 

t~eir officers, agents, and sale representatives",have, as, a I?art:-ofthe 

conspiracy aforesaid and in execution and furth~rar,tce thereof, ,e,nfo,rced 

adherence to the aforellaid sales te~ritory r~~tric~iolls,1,lgreed,upon 

between them, and have investig~ted and policedtne oper~ti.ons of defen­

dant i.:erck and l.:erci<-uar!.lstadt to prevent viqlati<;ms thereof. AS a 

further part of the conspiracy and in e.xecutio~, ~ereof d,efendant Merck, 

and Me'rck-Darmstadt have each exercised surveillance ~ver, the:, ()t,her )'lith 
( 

respect to any chemicals and pharmaceuticals manufactured, by ;it and',sold" .' '" . . 

outside of the territories respectively a.llotted to it asa,ioresaid., ,;', ' 
" 

Such sur~~illance has also been exercised by sales r~presentCj.tiveEi' of" . . ' ... : '", : .,' .: .. :' ", .... . ".,. 

Merck-Darmstadt and dealers in ildet:'ck-DE!,rmst,adt ',s products ).n many parts',! '," 
,,' ", ,I;.:' . .', . ". . 

' ... ' 

of the' world. In sOllie instances when pr,odpct:;; of de~~nda!1t; Merck have, " 
• . : ~'. i .': ...... "'.'. to ,,:. ..!.' . ' .' 

appeared in foreign countrie!! allO!=ated t,!, j,ie.rck ... :par:ffista~t" the: latter' 

has complained to defendant Merck re,htive, ,t!' the, same, ~r}(,i,r,eceived:,froin , .. 

12 
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~ 

it assurance that the c~i1~iition woulabe' corrected, and that any further 

5l!l,es of Merck's prodl!cts in such' foteign 'hations would b~ suppressed., 
\" " 

During the' same period of til~e, defendant Merck Has refused to supply 

prospective customer~' outsi4e'its Treaty territory with' its proc1uctl?:~d: 
, ' 

instead has referr.ed to il4erck-Dar;Jsta,dt numerous orders for chemical" 

goods re6~i ved i;~~ b~yers l~ated in the' foreign countries alloca~~p. 
to j.Jerck~Dar;';stadt.' !.Ie~'ck-Dar .stadt has reciproc<..ted by ,li~e~is~ :e~erring 

to defendant Merck numerous orders for its products from purchasers ,l,oc::~ted 

in the sales terri tory assigned to' defendant Merck. In ma,ny cases t~ose 

who sought to purchase from one conipany but were located in territol"Y.,, 
.... : . . '" 

B:ssi~ried by the terms of stlid conspiracy to the other Treaty partner were 
,. ~. /" . 

notified by the' recipient of the order that theu re'!uests to purchafi~ or 

their inquiries ooncerning chemical, and pharmacel:ltical produ<;ts ha,a been 

r~ferred to the other Treaty partner for disposition. d1en such' aetion 

. ~as taken, the reason given for it t'o the prospective customE!r ~as sa~~,. 

to be that the recipient of the order did not export to', the coun,trYY1here 
\" 

'" 

the order originated, 
. ,',' 

34.' In ·~larg~nlimber of'instahces during the said period of, ~iliie' 
.. ". " ~. '~~. :' • I' . '" • 

de-::icribed irip~~~gf~Ph33 defendant~Merck has received orders for pliO-
" :' , ,_:: : ',:." \' •• ' ..: ":.' '. '"!.~. " • 

duct$'whichitdid not' nian~f[;~ture or ivasunable to" furnish. In su~~ " 

ca~es J as a part of the conspiracy, the territorial lind tatlohs agre~~,' 

uPO~ ~~~~ q~'~~,~b~~r;~d"ty nlaking 3hlpmenls of chemical goods f1;01l1 

Merc~~Da;~si~d~":t~:'d.ef~Adant Merck; enabling the latter to f:l,.ll, ~rder.s 
.: '.: ..... ~ '0 t', • • '. 00:': 0::,., .. :. '.' ,,', ',. 0 t. . • I 

originating in the territory assigi1ed to'it; and '~e'fel'lciant Merck in ,a ' 

num~~'~' ~/i~~t~n6~~:iik~~.i~~' has 'ship!)ed' c'hemica1, gooc~~ to Jderck-D,ar-;;.stadt 
.. ."..... ... ."!: . '; .' 0 ~.: '.;0 0 .. ' .or ':. . ;., ~ • . 'I .. • . 

t,o eriaple' it to fill oroers it has 'rec~ived' fflO,", custohle1"s,lo.c.tl~e~ ~n, 

foreign territo;'y 'ali~c~ted"t6"it;' ':" ;,'., ,.:,' , 

35. D~r.in~ ~h'~ ~'~{d pe'fibd ';of'ti«:e des'rlribedin iP.aragr,apl), ,J); s~,i,d 
.. , ~~rr~ ~ciri~l ~~~~~~irit~' ~~;~ b~en" iilrt:her'effecte'd, between, Mer;ck,~p~, ,: 

.' : , , ' 

Merck-..Darmstactt insol~ i~st'anc~s' w!ier~! orcter.s from ~ust.ol;lere".lp~at,eQ 
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in :t~17r~~or.ies allocc;ted to one of the Treaty partners Vlere filled by 
~- .... to • ':! ",.:, :,'. " -:. "::::", :.~; : .. : .;., :.' ..... "~',' " ';.,,:' ':, ' .. (,.', ~~.f. 

the oth~r. :rr~.~~y p~rtner, b:r c,:ausing the invoice~ to be. prepared in 
•• ~ • • • : • ":'" M ,'... '. ' •• ~', .... ..' ":::.. .": r '" :." '.' ••• ". .' .' .: • ;.:: 

the name ot; .. thE! Tr~aW .. par~ner to whom the territory was assigned, adj ust-
." .•.....•• :", !~ .•..... ' ... ,:' "oj:' •• -: •. :.~. ..'~~.:. '.',,"' ,", : ~~··iS;:J 

mentthen .. b.e.ing made between defendant M.erck and Merck-Darmstadt tor the 
I ... ,' •• ' ..." ". , .' " : : •• :: ':' ~ •. ~~ ".' •• ' I :' -:,"; •• : • , • ., .. ", . :.;-: ,..: • : • ,I.:: .... ~', : 

value of /?uch .pr.<?duct~. 
. ..... .o,'... . .: ';;'.. :: ......... ;: ."; '. . '1. .• ' • .' ':!:.! 

3~~ .. ~er~.nd,~nt..M~:~~ ~.nJ~~}hesan~~ o,f :.~~. s,aid. c~n~~,i~~:cy.: ~~:~.~~.:, •.. m,,: 

.th!:l .~aiq pe riod. of time aescribed in Paragraph. 33 has also sought to 
:.; ~", .... !. '. . . .',!. ~ .... ., ...... ; .:, ... .: ... :. . . : " .: ..... . .~ ... ", • ! .." ">1:: ; :).,. (.' ... "': 

P~rsJ:~!1-ge and. ~.nduce a number of buyers of its cherni.ca1s and pharmaceuti-
.'~"R~'·'': ·.:·1 .• ··.. .' .; •• ;.~., •• :.;!. ......... ~.; .' : •. :7.,.. ..,.~.~ .... j 

ca~~ ,to. r,efra.il1 f~om .exporting such product's for resale. in foreign 
_,I •• /: .. ! .,. .t.: . " ..• : .... 1 .'. _:..... ....~:~. w·' .-: ~ ."; •• ' '.',' • :. ..:.:~ .[::-. 

count17~e.s. allopa,ted solely to .1.lerck-uariI1stadt. To enforce such requests 
"i, '::'., :. •••. ,'.,. ;t,' i..;:4\.··., ..... ~ "~.. .' .....: . : I:I~~~~ <if.' 

de1;'endant.1:i~rcl; has .adopted a policy of refusing to sell its products to 
.:~ J. .' • ; • '. • '. '.' .: •• : " : • •••• . •• ~' ;: • •• • .'. • .: '. !.~.; ::;' . .:. ,:";,.' .. :' 

bu!~r~.f~I!~:?~ed .~r .. ~~ .of ~xp~rt.i~g. the same for .res,a1e in the :co~.~;~~~,~ .• 

ass~&~~d ¥\lr:c}<-Da.~mst~dt •. ' ~. 
... • • ';1.' ., : .~ • • .. .. .- • .., •• .' 
37. In the joint saJa.s territories allotted to both defendant Merck 

.' '. .... ...... ,'. • ....... !.:::. ... .: ~ ." .... ", r... . '.'~ . ~.J.~.!~::~.,.:~ 

and ME!rckrDarmstadt as aforesaid they have, during the period described 
.• "'.' .• , . .) .. ': ..••...• '.: .:. . ., . . : ..... ~ .. , I ~~t~:. ~'i"f :t.: .. :: 

in . Paragraph 33. above,. in fUrtherance of the conspiracy, eliminated com-. 
. , ~ . . . . . . . " . . : . .' . = .. .. : i • : ,,: ;'.:~ :,'':' ' •• ~ .':! 

petition between them with respect to certain specialty dr.ugs by ." . : \ .. _::' :. ~ 

e::lu~lyZ.i~~ an~ f~ing uniform. p.r~ces.i~oted for the s~ne types of pr~­

ducts, and have chargeu purchasers of the so-c.al1ec!, "American" and "German" 
..... · .. i' .. ··•·· ~ . .- '.,.' .,'. . ':: ~. .I~: .:·:!.t·.,.::.~ .. ;,.: 

brands; ... 9t t~e ~~e ~,~pes. ~f chemicals ,anci J:h~rmac.eut~ca1s non-c~~~7~i:~~~.~ .. 
.. 

and ~iform prices • 
. . . : ';' . :'. '. . . '.: \. -::" ~.; :.1: .:. 

38. After outbreak of the Second ~'or1d "iar in 193'i the British 
.•.. , .... :.~. :.; ..... -: .... ! .. : .. !;.:' .. : .. :.... :'::!:'~.. .~\. ...· .. ·,:.i ~:.~ .. :':: 

Blocktlde of GElrmany prev~nte.d ;':erck:-Darmstadt from exporting to many 
., ,;, .... -:.: 1.:./. :"'~ '!··.I.~: ... ~ ··'i:.; '.' '.:.' .. ':' .. ; ~I·:-.~' .. .. ~: ... :.! ... :.! .. ,; ~."! .:.:' . ,~!;'.\ .... :~: .. :.:.:: .• 

foreign qountri,,!s, particularly Latin America.: countries. Demand in those 
.. "0 '::"j' ... JI::~l. ..... t i'-':" :J;:. ;.~~; •.. J: ;..·· ... ~ .. :1.:.:"~:, ." ...... ; .... :: :~; : :;.:: .. ;,.:-'.~:"h;, 

markets tor prpducts forr.:e.rly supplied by Merck-ue,nllstadt increased, 
.: ,.1'.';. ,:>.: .... ":;'j .... " ': .. ! '" ".: .: ... :;'.F.::..' .• ~" "':,:;If, "~.~fP.; ~ .. ! .•. ! '.;~':.;.'~ '\:. i .. i .... ~ .. :..... ,.' :'. ': .... :.: :" . 

espec ~,~17,Y, .• ~~. ~h7:.:~~r.~ ,~!~, d~,~;e~: \.'-~~ .~g::~~,s },e~r.~f~~t~~~ /.;er:CI~~ ?ar~sta~~. 
Merck-Darmstadt requested defendant J.(erc~ 1::0 supp1:r i~!l agents in ;:,outh 

. ..J.!: r:! l·;. ... ·J .. ··.,:.~ ..... .... t: ... !.:.:.:.~ . .t .. : ! ........ J 

and Central ,1Ir.erica, bllt inllisted th~t said qgreement for tez:ritorial 
.. ::" .:' :'.' .:: :' . .'~' :;,"~ .:.~ ~:,,1(:';':!;~~ :'. -! .i..: .i'..' ~.,::~ :.::' .. :.;'.:. '.:':'; .,:fr·:-.;.~ ,:: 

di vision relilain .in effect. In. these cirs:umstances, defendant M~rck under­
::'.!.~ .. 1 ..•.•. :.;. ,,>r,~·· .. t!,,·: -:>.r:'~·.·:;::" ';'!.: ."~.,~.~ ! ... :: .. ; :;"!. ..•. : ..... ',i.:.! .. : !.t·~t.' :':';'~.;' 

took ~?Cp,o~t.~ te.>,. M~.~c,I;~Da,rJ!1~tB;~~.~ ~ .. t~F.i to~y'. i~.l .th~r.la~er .he.re.i.na~~er '" 
• ..' .' I J. I. ~.. .' ...... ..,) '. • .... _'. ...J ..•.• ••.. '. ....•• '. • ..'. .. , •...•• , ". ~.' " 

.14 
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descr.i~e.~.. On cornrnencernen,t,of .such foreIgn trade defendant Merck refused 

to confin'J: its SEi~ef1 solely:to i;!erck-Darmstadt's agencies,. but agre'ed . with 

Mero!{",Dal.'ffif!t.ac;lt:t!:lat the former.'s. exports to. the latter's exclusive terri .. ' 

j.,.,; 
t<?rl. ~!ql:ll~. be pur-ely tempol'ary for the period. of the war, thfilt· the : 
terr.itoricil c1ivi~ion of their trade remained in effect; t.hat the Treaty" .:' 

Ag'ree~rit woulQ :continue in operation, ana that -in p'bservarice' thereof ,. 

defenda~t.MerCk;:\\,o1;!ld av.oid:all useo! the .1"lame Merck in' its eJtports to 

39., Inexeoutiol) of the ,conpsiracy and to insure its continued .-
observance during' thewar·an<.t, its operation thereafi,er on the original 

'b.asis'; defenc;lantf! revJ,ved t,l\e corr~ner9ial. aotivity of P-W ... R /me! have .. Iade· 

sDd now make all exports to, aFld;;s,les 'for expOl't to, };(erck-Parnistadt's 

exc~u5iv.e territory, undel1taken by, them as descriped in Paragraph 3S'above, 

solely thro.ilgh P.-W-R and in its nar.le, and defendant Merck continues to ab'iUe 

by .the letter of the Treaty· Agreer,.ent by meticulous and studied avoidance 

of any such ... foreign trade, ; or, sales therl';lfop, in its own naJ,;e, or accompanied 

by any use whate,Ver of the name· ivlerek. Defendants haveaQopted such device 

p1,lTely, .IiS a :temporary expedient during t/lewarf' ,they are "thus preventing 

the de'ifelop'm~ntofany goop. will ident~fiedwith'defenaant Merck itself 

ill 'SUCHl fj)~~gl'l . ,trade: ; and· they now intend , and :rn: or' about May 1940 ' 

agreed with Merok ... Darmstadt, that after the \~ar the said trade of P-W~R: 

and abandoned. Defendants and co-conspirators are 

cOl1tinued operation of, the cOl'!spir&cy after the 

present war has terminated. 

: 49" , :~"l.e~ecu tion pf, the means and'methods ot adherence to', s'aid con-

/ spiracy in. wa.r-t~ie as alleged in ,'aragraph 39 above, about·'November 1'939 

def~M~nt, Mer~k; 'issued instructions. to its agents," 'emplo~es '~l1d"'repre':": ' 

sentat'iVes. tlJa'\:.,all of/its export bUSllleSS should be'·carried :on''thrt;ugh::' 

P-\l-R .,an4uncler the. P-W-R naJl\e wi th the 'exception of'expoi't'~ t·o Cuba; 'ihl:l" ' . 

Hest .II1(H(ls,;Philippine Isl'ands, and Canada,' where all :01" ,'its"'pt-odlictS' 

(Ova- ) 
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might 'still.be and:ha:ire· contil'lued:to;.Qe :sold,by ... defendantMerck :ti1nder·. 

th'e'3Merck'.name •. For: the purposes af()r9said".defendant Merck since:· .. ' 

l~ovel:Jber·:1(1:::9:·.has eaused ,defendant:P-;:-W-R to·,handle.·aJ.l·s,ales .. to. M~rck-

Darmstadt's exclu~ive territory'in the nB.i:,e of,P~W-R; to.u~e P-W-ij. labels, 

P-W ... R ·price".listsj J?"'W-R:invoices: and bill heads; . all carrying th~ atidres~ 

of Power.s-,Weightman.,.Rosengarten Gorp.pziation ·as being .at. .!'PhH,adelphj.~ ... P.a,.II, . . 
has cU:.lsed of flce corre'spondence,- acknoWledgements., oi: o,rders. and 9thel; '.' ' .. 

communications to purchasers in Merck .. Darmstadt territpry to:.bl3 signed: by 

P-H-R employees, .bas: cuased .,P-W,..R to .. ute., a. uis.tin.:t c.aole.·ad~ress desi gnated 

as "Poway;JI"and :in.:other ·respects·.h'isconcealed from 5u(:h. p~r.chase.r.s' .. of. 

chemicals and. pharmaceuticals. and from the ·trade gener&1ly ,anY··.refenmce. to 

the ;connection.·of· saiq. defendants. bl{erck . and "P,..\'I-R •. ~ . ." ;, .. 

, ..... ,;. ,41, :·Defendants. have: sought to discqurage expoJ'ts. to foreign .;I)ations 

.:0 as:;i$necj. .. exclusively. to'Merck~IJarmsta~t, by.the aeyilte .. of .. exacting hanh 

an~l:onE)rous .teTl:'fi of, paymen t ·,from purchasers the rein, ~Ihile at .the saIl}e 

'. ':~ilttf3' mQr.e::liheral methods of payment have b.een ·allowed to purchast:lrs of' 

.MI1.rck p.r.Qducts;lQcated.in .Cuba and the;iiest Indiea. Defendqnts thus ~re. 

now, :G9nqij~t.l,;ng .. their P-,W-:-H ~oreign trade in a manner and upon 'a: basil? 

that:...~r.e.cQgnizes an ,t-ra~le and cOfrunerce with : foreign nations .in.Mel"ck- . 

Da,rmstac;lt~s exClusive· terri tory as being ·temporary and t,o be:a.bandoned 

aite,r. .. the .war. 

'. ' 

VII. THE EFFECTS;OF THEuOi-mACT ·AND.f,;·Oi.JSP.IRACY 

.. ;,' ': . 

"."1'.: '.42·';'.:. By :establishing and. maintaining .the aSor.esaid :c,ontruc,t, GOflIbin­

·ati;.Qn: Sl'\d .. cQnspir.a,cy in·restr.ain;t o.f ·inter-a.tate .anu f:oreign ·trade and . 

cor:u;;erce .. in. chernical~ .. and. ; ph~rmaC:6'\.rtioals, :by :t.be· ;v'J,r.iouB. 'acts ,per.e.inb;ef'ore 

aHe ge.r~ r.' a..nd:by., . ul'lci:e:r.s t,and~Agl'l ~'. a:gre~men-ts,.: aou. C, on tJ'!.ac t.l:i ·to . ef f e.c,t·\l~te. . . 

.' 16 
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We'ightman-Roseilgarten ·Col'porationas:.the . agent of: defendant Merck· f()T 

export diStr.ibution and· sales'in'or fOT-territol"iI;ls unlawful1yassigl)~d. 

tolIerek-Darrristadti the: defendants' herein· (1) have. unreasonably :r:-estrl: cted . 

and restrained export sales and distribution' of: . c hemic ala and· pharmac.euti~als; 

(2)' in: the j oint sal~s: area de.sllribed. in-. the Tre$ty AgI'eeme~t' have fixed 

and maintaiil~d ·arbitrary, artificial, and non"'competitive prii:es for 

certaIn' chemicals and pharmaceuticals; ()) have ,unreaspnably re~tr.icted 

and linlitedimport.s of !chemicals and pharmaceuticals into tt"\e UI;li~~·.S~att:ls; 

(4) havEi:,uIlI'easonably restre.ined such' trade .and CorITilel'f,:e among the .several, . 

States.·and wi'th: foreign nations in violation ofihe law~:.Qf .the. Uniteli :.:.: 

. Statas, and. ·defendant-s. :are' nOw. continuing and wil3:- c onti,nue .the foregoing '. 

unless therefrom enjoined by this court. "I} • 

..... , .. 

. .vIII. DWANDS FOR RELIEF 

WljEREUP.O}jpLAINTIFF DtilAlmS JUDGMENT AS FOu.owS: 

1, That ·tlie aforesaid contract, combination, flnct ... cQ.nspiracy in 

restraing of trade and· COITIii-.erce: among the several :;;;t; .. teeoJ: the Unitea. 

States a'od ¥litb foreign. nation~ be .. adjuqgEKi an4.decreed,to. be.!lQlawfulj 

arxl that the agreements, unders·tandings.,. ~nd: practice,~ . al,J,.ege.d.in thi.s' 

complaint. bie s'djudged and decreed' to be in viola-tion· of. ·the. ·She.rman . 

.. ;. 

Antitrust Act.·... ;'.: .... , .. : " .,':' 'i.: ',,; 

. 2· .... · That ... opservances. of .the ':Treaty Agreemeht· .of,l:93;2, be.tV(een! M~r.~k , .... 

Co., Inc'i Ra/'l\'f8,'l" N.. J, and Merck-:Da.rmi!iitaati:patm~.t.adt,.:,.~i'r.laDY"t.be:r.e-,·,:· 

after ass ume Ii ;b~ 'de.fendal!1t iJeNko" be pel'p.,;,tually. enj.pineliL: .. ; .. -'. ;.: ' ' .. '. 

3 ... That· the.:.d-ef.el'ldants., . and:each l of·, tJ'I¢m," and .theil"!offd.~~~,: ';'."!;. :. 

directors, employees, agent~, representatives, SUCCeSsors, and all persons 

and 'corporat~ons acting anq claim,ing to act 011 behalf of theil" be per-

• petually enjoined frOOl eng4ging in any acts or practices or enter'-ng into 

\ (Over) 
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.1', ~.\ " .... i ~., .. ,.!:.~~\.:~ rl,;.·· ... ·~.;· .. ~·j:I.-: .. ~ ";"::i";"\"'~.:! '" 

any contnact·s ·or. unue"tstirndiri:"s/'the p:urpose"clr effect of which is to carry· 
" I.. '.' :,~' ••..• ,; :~:,;~.::.:.: : •• ;: .... ~ •• : 

out, cpn:t1nue.; or :r,evlive·:the' urii~\Ii!G.i ~:6~bl~a·tion·'~nd. c~~spire.cy and. t~e . 
. . \ I ••.•• .' •• :',: .; • '.:": ( :'I,'I"! ,::., j td" .'; .!, .:" .~, •. ; .. .:.' 

rest.r~j,nt.fl.:of tF,jderan-cl :c'orru:reroe amor'i,~ the sever",l states and with· foreign 
, • ~ , ' .'. ,..; l' I •• ~ :: ~ '. ': L " 

. ' I· ~ ~.: .': ~.;·i .'1 ~;: ...... 

.~ati.qt)~ fle .. td("rtl~· .iii :.thlli,:,c·ompl'aint:· . '.'. . 
< . 

.0 " r. O 

• ".i 
4.:.' ;That :defendant Merck b~ enjOiried"fr~~ :r'~fu~i~:g to f11i' under its· 

.' ~ • ,: ... f' : •• , .. ~ .'! .; .•.. ~.~.; !.! = •. 

name any:. orders troin, 1 bi- ,·roz.., shipment t.o, any foreign countries ~t . own 
•.• '. • '.: .: . :: I ' , • ' .": '.. . • ~... • 

peace vlii-th' the;' Unitl3d ~tates,' on'.' the' 'sil!ne""terils given by defendant i;{er~k 
. " 

to~i?urCljasers.fh i;uba. arid theWes{:Iridi~:~;\.:here ~~~h '~rder~' ~~~ p:i,aced 
., • . ' ' .. ~. : .. ;. : ' ~ oj 

by ally·;p.~:r:son:'l'/ho, fM1kes 'apprOpri«te p'aj1i;.enl. 'ort'ElOder "~f payment, .'and 
• • ' ': ." ... : ;... •• ~I. .. ; • '.: 

that defli\n(iI!nt: Mel:"ci<···be furthe'r 'enjoined from followl,ng any policy of 
. .' ." .. ' .... , . 

discou.r~gin.'r anY-"such .t'tade and cOJr.in~rcie '~ith fore':lgnnations in and .. ' 
:., '. · .. t. 

under ~ts own name. 

5. That in respect of the gra'nt or license by Merck-Darmstadt to 

defendants, or any of them; of any exclusive rights in any patents or 

processes in effectuation of the Treaty f.greement of 1932 or of the 
.,' , . 

aforesaid conspiracy, this 'court' "cancel and ~e~min.ate th~' ~xClusiVity. 
I '. 

of defendant 1 s rights in such lja:tents ~rid pr~cesse's ~nd C~~~l ~nd 
tel-mina te all contracts, . af;reemi:m'Ui, 'understahdin&s," and" g~~';lt'~ car~ying 
out the purpose: of the' Treaty Agreei:.eht t6 accord to defendant L.1erck 

.. , ..•. 1 . ... ' •... 

exclusive ri~tsin such·:patel1t~a.nd proC~sses. 

6. 
. .' ...... 

That. defendants be re(iuired ':to file; w'ith the AttorneY General· 

'. I 

""II' '!;',/:. : 

of the United ~totes, or the ~sBistant Attorney General in charge of· : 
. . .'.. ~ .. ~ . "." . : ::r~ 

the Ant:i,t~u.st DiV-isibn; not;ice cii; iilt"ent:ior'lto' make, a«::cepti or e~change 
• •• 4_ ; •••• _: .\ .'... .' ••• ·,::1 ..:~:'. ." 

any grant, "'~'ssignn:!ent, "or, ll'ceitis'e ';to' b'r' {rom 'It," Merck of any patent 
,'o .;' •. ~'.'\" ." 

covering any chemic~l OF~:p'harmaceut1cri· 'pt6du~t, . o~'f~f ~;"'~~t~~t' pr'" 
. . . I ": :~. I:'~''''.~ :';.::' 1 .. :!.:~ .. ·.~;:~··~·r, 'j::; ,: ".~!' .i., 

secret process ,for the·m~riufa:ctut'"e 'bf'l:Mniiqals and pharmaceuticals .. 
. ". ::-t:' i·!~" .. :~ .~: .. :,':, , . ::' .': ,'. : ... " 

01: .. :.; ".:.~~.~ ~: .. :~. (;;. ·'1 .. 1.~. :.j •..• : .•.. .:"~ 
. .;~ : 1 '~','"-' .: " 01 1:· ".~ •• 

. ~.~ :.:.' ~., 

.0.: .'.: .. ' .:.:I·.; ... ··t 

;.'.~ :. 1. 

\ . 
.... . 
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7. That the plaintiff have such other further, general, and 

different relief as the nature of the case ~~y require and the court may 

deem proper in the premises. 

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

\ 
FRANCIS. BIDDl,.E 

Attorney General 

WENDELL BERGE 
Assistant·J\ttorneyGeneral 

":-('~'.~:.~.'~~i."; . 
.... j. 

CHAiiLES M; PHrLLIPS 
Unif.~d Sta.tes Attorney 

HERBERT A. BERi:JAN 

PATRICK A. GIBSON 

,/ 

HAROLD L,SCHII"Z 
Special Assistants to the Attorney General 

Department of J~stice 
hntitrust Division 
U. S. Court House 
Room Nos. 
Trenton~ iiew Jersey 

I herE!py cert'i.fy that the foregoing 
is a mOE copt 'Of the original 
on file in lilY 'office. 

William II. Tallyn, Clerk 

per Vera Ale~ander 
Deputy 
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'TREATY 'AGREE;,:ENT 

Dated!l!ovember 17th, 1932. 

!; 

..... .; . 

HUOHES, SCHUfUliAN & DjVIGHT 

100 Broadway 
NeW' :York •.• !. "i' .. ' .. ~: 

.... '.; ......... . : ..... . .' ,. 
, .. 

.' :.:~ ... f ".' •. :" • 

' .. ;' .. : .... 

, 
J ~'", • . ~ . 

.' .. : 
.. ; ..... ;.:,. 

.. ~ . ..... ' . 

.' , 

.,.', . 

.' .. : . 
.. " . 

.". ... : .' .. 
....... : ..... ':", : .. ' ." i.· .: ..•. 
:.>~:~_~i·.:{:. .. ~: c::.', .. :·;.,.'.... ' • 

,', ;'.;i~fA~~·r·pad~ this 17th day of j~ovember' 1932, by and ,between :' .. ~'. 
E. lIERCK,H4n,opehcopartnership with its principal office and place of 
b\,1.s~hes5t5fri'!:Da~riilstadt~ Germany" and MERCK '~ CO" we.;' a C9i'poratio!l '" 
otg~:i:ze~(~nd'exi:s~ing~nQer the laws, of tl1e' state of New"Jersey,: with "i: ~, : 

its,PNn<:JIJaloffic:e and place of business: at Rahway.; ile'~ I,Jer:"eY;·J ... , '. " 
wtWESSEiI\tr . " ': ... ,' .. , ' , ' 

'. : :' ~;": ...... 
. . ..... ." ... ~ -,' :'!.~.r ..... ~., .. f !. ..':. •••• J:. ' . .1' ;1 '. .'. • .:!' ". ..) ", 

': ," MEROK'8i:',C(j:';/":INC. has' heretofore SUCCEl~d~d to ~l the bU5in~ss ~nci : .... 
prop"eft,.y, '~'li'geurer with £l1e'! 'go6<twHl.::conriect:~cI therewith· of ·an ageMY'" ... ~ 
est~bllsl1¢4-:·.bY'.;!E.MERCK' f-6t: t'tia'sale,~or 'pioduc: ts uoaer tl'le' ··trade' '0_ . ",', . ,: 
"MlmCKf,:·:tri::th:ek\Jrtft:ed'Stc(·~es ·~Ij'<i'·Cah'aQa:'·"" ,': ,! :.".. ,.: .. , .• 

. :: ~h~~ ;~~~~~~ '~~.~~:~~; ;~~ ~~~;';~~;~::~~iI~ '~~r~i~~:~~ their T'~~!p~C~i~e:" :;,., 
bt.islnesses!'snd t'raae aptl:'each'ha~;'~st4bl:t~hed '.8. ·g¢I!>d'.w:\.ll':in c60nectiG1n: . 

• the~~~i'thr. ';'Th:~':~Q!:rries'8\:6r b,J(irck &. Cd~.I:'lnt\·,; jinc:t i~ts'.use ,bOf:t.he :\1or<i'·,· ... :, 
r fllJer.6k·f: ih ;~otiri~¢'tfoh'th'erew~~h; hils been·'qlr.io$t' exc;l.u·$ively. c;:ontio~d;,to . ":'. ' 

the 'tIni ted' .:it'at'es';, 'its '·terrHdHes 'arlo d'e~~ndenc ies:( the \iot-q" ,','terntorielJ'l 

\. 
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wherever used herein Illeaning Alaska and Hawaii and the word "dependencies" 
wherever used herein meaning Porto Rico; .Virgin Islanos, the Panama Canal 
Zone, :>amoa, Guam, and the Hake and l;!idway Islanus) and Canada, while the 
business of E. Merck and its use of t,he· name "hierck" has been almost 
exclusivelY confined to the remainder of the world, except that both parties 
have business in Cuba, the West Indie,s and the Philippine Islands (said 
Philippine Islands, while dependen~ies of the United, States, are not 
included in the aefinition of that. wore as used herein) in connection with 

,which they have used the word "Merck ri • 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, 'l1iEilEFORE, the parties hereto hereby mutually agree as follows; 

1. E. Uerck recognizes and confirms the right of Merck & Co., Inc. 
to the exclusive use of the word "~!erck" in the United ~tates, its terri­
tories and dependencies, and Cal\a.d~, ,and the, r~ght to use said name jointly 
with E. Merck in Cuba, the West Indies'andthe Philippines, whether said 
word "Merck" is used alone or in conjUnction ~dth or combination with any 
other word 01" in connection with, anY patent or trademark or in any other 
way. 

2. Merck & Co" Inc. reco.gnizes and, cqnfirms the right of E. Merck 
to the exclusive use of the \vord "liierck" in the entire world, except the 
United utates, its territories and dependencies, and Canada, and except 
in Cuba, the \lest Indies and the Phil.ippine Isl,ands, where f,ierck & Co., Inc 
recognizes the right of E.iJerck to use said name jointly with Merck & Co. 
Inc. The right of E. Merck to use the name "Merck" as herein recognized 
and confirmed by derck & Co" Inc. means the right to use said name alone 
or in conjunction \d th or cornbinationwith ,any other It:ord or in connection 
wi th any patent or trade-mark or in any other wa.y" 

). In case or the merger, consoliciation or transfer of assets by 
either party, the merged or consolidated corporation or transferee shall 
succeed only to such rir.,hts to use said word "Merck" as are expressly 
herein recognized anq 90nfirmed in the party heeeto which so merges, con-
solidates, ort:ransfers its assets. . . 

4.' -In Case 'of the'sbandonment oJ· the use of the word IrM~rckll 'by' .' 
either party as' a result :ot merger, consolidation or 'transfer 'Of' asset's' '. ; 
or otherwise, 'the othel' :pqrty -hel'eto,shall, thereafter havl3. an unrestrictea' 
right to use the name in any part of'the world. ' " :.,,: , ' ' 

5. Either party developing a specialty (hereinafter called the "grantoI 
shall, exceot as proviued in the last sentence of this paragraph and except 
in so' fat!~'as' S\:lch:'r.ranbbr':J.~i:pr.~'vented. bY.' agr'eemei'l'tiS h:e'petofore:, or':~~reafter 
entered:'1nto "with 'm:veh tor,a :0,0 ;other' pB.h:ies')fl~i'i:ing ,'i-i-ght's-·acqi.ri·red·;,;prLorll,; 
to or 'slmulta,rteoli:!ly "~-tilth' t.h~~a~i:1~ishiori:by'·'the:ir.aritQ:P. of,' its lrigl'1.t.s i( ,:1::! 
therein, offer to the other party heteto:(hereiha.ft~r talie'd tlie .llgran:t:e,e,'!1 
the first right for the sole distribution anq/or exclusive manufacture of 
such' special ty 'in:'lhe, ter.ri'tot'1,~n, whil:h'; the"g,Nlrt:t.ee';l'la'$("the"· 4!:Kdiis~1re 
right, ·to' us~' thef, naine' 't.:Me:r.ck.lJ~'I!;lhereltu~bo\re' :sat,' ;f'cWth., '·1]I:'cU:$S 'Si.!ch' oUet 
il:1 aocepted~' d~tinlS' th~:, first. fifteen:. years, af.tet· :sucl=! . acceptance J ·the' net.·:1 

profi ts res,{t:lt:j.ng: :from, the. sAle of $1,1'C/'1 .1; pec;:i4l ty '5l)all' be:dN!Ued; e'Iuall:y' 
between' the 'pa;rtie s:,J, Elreto t': .. Said. ne t, proH t,s:' sh'llll 'b e : deteTIilined'by' takil'ig . . . . . . 

2 
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the difference l:?etween th~ ,il'\v,o~ce procee~s on, ~he., .. ~~e s~d~, and 9,n, the , 
'other" sid~ ttie ;tcital' oflilanufaqturing' arid )itiv~rt1s~lig ',expe!ises'J ~nventor' 5 

:, roYalt'ies "and~ selling. ~oi)'u:a5~~on,:of',J,5%., °to the' ·gJ;'a;ri.~~e! .' I~'I'df!.5e ~ny, 
1,0ss J,:.e:' 'incuHiici" in C6lWi~c t;.i'on wi ttr.':th,e. sale" ,~n'd/Q'r )na~Ufa.(:'t!i~e .. pf ~U,cfi 
'lipeCi,&;l.ty bi,the' grantee i thi{ grimt~e' '$h lSll f'~'rst ,'oe. t~i)tt).ur5ed 'Jot, '5a~~ 
'lbsses' 'ouCof future profit's ~efor~ )u~Y::l~c.l1·l?rofit.s stfal,l be, d~y'i~~cf:p'ere'" 
Wlder, it being di stinctly understoc# arid aBre'ed,' 'however, tliat' 'the' grantor 
sh81~, . at, nc(tiJae, be~' re,:m.o!lsibl~ for su~h'l~ss~s o~, ,allY part t)lereof. 
Ai'tek- 'the- '~~irati6ri :0[' 'su~h'··fift.een\-=yea:t;, pEi~io~".'tlie B.rilrtto~ '5h~r bE!" 
entit~e~ to reC'~~"e",9riljr 2'5% oftha. profi,ts thereafte~ res"!lt.il1g, ['rpin' 'the 
s.~J;e~iOf sa~d sJiE!Ci~~tY~"~'~~~' :rat:~er' par\1c.ip~ti,on;,?,t;'prQqt~, 5h~J..l"~ontinue 
inperyetul ty thereaft~l" .• ;,'ffi~ prefeteliti~J., T.:l:ght to, loa.~ket 6pec:lalt1~s 

'l,mder 'the' proViSions hereof is at ,all t:iiiles: subject to obligaUons which 
thb"'grant::li" Ir,ay l;i~ uildet':~o" ttiir~ part~es : ,under' 'c<;mtr,at:~~ heX'eto!~ e ~de 
wliere~¥ ~uoh third"pa:rtie~' h~VE! pl'eferentla:lrigqts. \~i~h x:i;l~pec~' "tQ' the . 

.. , mari<etii't'g of lIpeci:altie's within terri 't.or~e!3specif;ied in slion .(lontraCts'~ 
• . : ' • " • ' OJ. " ." .. .••. .:.... .'.1 • • •• ..... ..: .: 

. 6. ':Tne'~,pil:rt1~s' her~to ag~e~ to' *:\' Il\utual. ~t;ha.\1ge '-:C~t:. lilfOi'ma:ti~!i ~rid: 
exPEltrience't\egar.ding the 'processes for.: the i:n~nufactur'e .of ,p~~dub:~~ nt>.i:: 
Inarll,tf-aetUred"'l;lyboth Flartres,"ss well as ~mpr9.veni\!~tl!lori, and: t,ebhijl~ar ~ 

" compre~i?ii,?f'i:l\.\oh')r6Ces~es, '1>ut ne~tn~r' ,p~rty tjere,to ~ha;~l: ~e, .r~qv:.ire9. 
to give 'to"tihe , oth,er' way, any ~l'lforma.t~on or :e~p~rien'ce' in:violati~ni <?l';,~e 
terms ()f any' agre,Elments hel"et'ofore' or' hel1eaf'ter.>entered41'to', \tltti l'riyfih,tors 
or 6th~r j>efs"qrls ,Who acqli~red'-rightswithr!espect to such pr90e.sBon::y,ith 

':te';;:{eot to 'elich' llript6veiilentson ott¢chni6al completion.sof the same,' "~' 
.' : ! pri'6'l"t~ or'S'iinult.m.e~'tiSlY "with 't~w ii.cql,lls i'tiqn .oi S}lcl:l' informa tiRn Pr.~· 

experiehc:e by the 'party heret'o,' A n~t: of 9,voduc'ts Iilanufactured tit .Qo'tli 
p'arti'e':~~~rid:t'Qwhich' thefi?tegoing' obi!g'~'~i~I',l', M)p'J.ie,~ "if! 'attat:hed"p~J:e~o 
~ri~ m~u-e '. a"part~. hef~of .. : .' ~l1', infoim:a~~t>n; 'of ,one party regatcd,hg l3iJ~~" P.~Q-

. CEl'~se~,~C?r'i/lH?ro,?eplents sha)..l'be :msde a:vaH~bJ.e·to the other wi~ho,ut. c9.m~en­
MtiOh, "e:lCc~pt in instances ~!herli the exchange result-so io"subst&}tilil " 
advantages to the party receiv;i.ng the information, in which case, the part.y 
furnishing the same shall be entitled to appropriate compensation. Such 
c6iilper'l$.ation'shall be agreed upon between the parties her-eto but, i~, case 

. ,'di),;tfl~#£;:fil.1\l.ute''ti>::ii.itt>e~/~'t;he amoUf1t"' th!3rE10f, ~~all be'tleter.nd;l'ied'l:!Y: 
"arbitfatQrs!{'e'acn : party 1:;0 ·select one arbitrl).t6r 'and the two so· select.ed 
.:'to"cf\o~i3ea!tfill'(f:~Ha'-tti~':de,cislon' of"sucl'!' arbitt~tbr.s, or' a majOrity bf' 

thein":il1ali: be 'ifi'rtal' ·ahCIb:j,.nding ii,6citl the, partie's ~I'je¥~t() •. II.S to p:tc5qe~!ies 
"foi"'th(;l,mari1,1i~atl1re o!pr:(;dUctstici~:~n' tl'!e lis't"aftached here'to but wtiich 
maynov(or hereafter be manufactured by one of the ~r1;.ies hereto, the 

:'othett,paro.ty shall have a. right to aC(luire such process from the one having 
"th13f:;~i;iJ:ie;J( e:xcepqng alwaY'~:where such party is preventea from granting . 

",', .s.~c-~':r;·:gr~t>::~~~ ">reason 'of ·obl~.gat,1ons to third parties entered into prior to 
,on,'simtll:t:an~o\lslY. with: t!1~ acquisi tion of the rights therein by the p~rty 
he~~to}1,~foYidi-.n~, ,the 'parties he reto can agree upon t.he scope of the use 
o(.i~1i61i!' prOi%iss"attd 'the cOI.lpensbtl,on to be paid therefor and, in any event, 
tlPQn:.the'~aii~terms upon which the party having such process is willing 

· tosen,or conveytnl!,'right tOl,lse the same to third parties. In ,c.~s,~ ,of 
· a merger, COl1soli'ciat'ion or transfer of assets by e1ttler of the patties-" 
h~r~tbt t!1e:Q~l~gllt!j.:Ol'lscolltained in this paragraph 6 shall terminate and 
c~a5e. ,_"'; .i ,;, ,: ': .. :, J, .. :..... . 

. ." ':. J ..... 

7. .Thepart.ies hereto agree .that, so far as posl!ib'leJtlier:::~,i:il:f' 
throi.igh>reports keep each other fully advised with respect to raw 
II!S.terilils:,cond:J, £ions/ of markets, inventions and other general informatioo 
Which, in the 0pinion of either party, may be useful to the other in the 
cafryiri~'Oriof their or its business. 

8, In SO far as it recognizes and confirms exclu~ive rights to :~ti';-':u:se 
of the name "Merok" thi~ agree~nt protects the good will of the parties 
hereto in tlwir respec;:t1ve businesses and is in perpetuity. , Except 
where a different term has been specifically provided ~n this agreement, 

. 
3 (Over) 
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' .. the t'ilrn(' f ·this agree:itlnt and. all obliga.tions :het~urider, . shill;!. cont.inue 
. "f~r' Ii per:::6d of fifty years"from the' date hereof, exce~t~ in $0 \far a~ the 

sciJne may be termina'ted in who]'e"Qr inpe,I't py Iilut;ual :eonsent. ~nY' future 
','agreements between the' parties. h~:'eto IIBcle· pUrsiiant:to. the terms ~ of this 

; '.agre\lr;t~nt shall' continue for.stioh period O:f~tirne'as.is provided therein, 
':" ,! irrbspective of the Urlll' oi':this '·agreement. '.'. " z:· .. .' 

.: : ~ ': . ~.. . ',' ~ : " : .' : . .'. .. . ~ 

• 9';" it'·l.l1mutua:J.ly'agre~d,that lnthe event.. that either party,.her,eto 
iristitute",ai:ainst the other part,y'''~nylegal. pro~eedings' of any:'natui'~ 

. wBatsoever upon a C<ll,lse of action basedupori~ ariSing out. of, or in. any 
,:, ''',iay' connected'..'idtl'l· the terms, :'oovenanis al1d' corlq~tiQns·. of -1;,)1i'6. agr~ement, 

· ~lie.'party.'agaihst whorr. silohprOce.ed.ings are br~l,lght, ·herebyagrees·to' 
::'sccep,,: -SirvicEi"'of proQess· or· any other, papers necess~ry to be l:le:r"'ed' !to 

...... , ins£P.uttl'such proO'eedii'igs;'and any oithe partners of E. Ililerck', or"a~y 
of the officers' of Merck' & co, 'InC:!: ate 'hereby authorized t.o acqept"sel'vice 
of' such .process otbther papers. "It'il?, fUrther agreeathat·;, :i.rj·the 'event 
that Merck & Co. " Inc;:., shall :institute any such +ege.! proceedings against 

··E. 1,~Eir6k~ such ;:>roceedihgs Shall be brOUght· only in a cQurt of, cpnJpetent 
jur~s4icti6ri in Germany~ 'ihthe dil!t~1ct in 'which the partnership: of . 
E~ . .'j;ieftk·has their principal: p~ace' ¢' business', and .In suchar'L event.;I. the 

: '·int.ei>'jre1;:ationand 'construction oLthe terms of this agreement' and ·th~ 
: rigl)ts imd; li~bilitieli of the parties; aris:ing .therefX'bm,as 'Y4ell :a:s '. their 

, .. '. 'reYTip,(3;e$', shall be governed and determined sol-ely 'in accordance ·wi'th· the 
""law·or:G~rinanY. +n the 'event that E. Merck !;Ihal). instiflute MY' such··lega). 

proce(:dj,:ngs 'against Merck .£ '.30., '.+ne" such proceectings shalJ..'be', instituted 
only in·a:'Coiit't· of competent 'jurisdiction' of the .)tate of f.!e~ JE!rseY'~ 

· or the' Unitea' $tate~ District'Cout-t..· for the District of New J.~r~eY.8Qd 
in such:evEint theinterpretation'apd con:rt;.r.uGtian of thh agJ'eementi'imd 

... 'tt Ej' rights' and liaoUities Of t.he 'par-ties .arising therefrom, as well as 
· tf:ie.i~ ·relr.~:dies;: snall be governed ancL oeterminf;ld solelY'QY thlii laws of 
the 'State' of New jersey. ' 

•••.• '. '. • ',' ". • ::: • ,~ -l , 

. IN' ~gI1NESS' WHEHEOF; this instruil\ent' has been executed' on ·1:,>ehal.f of 
.. E~ Merck; party of the ftrs~.part~ by'~ rrol3Jllb~roi' th<:! firm 4rlder his . hand 
, "and seal,. t~e. i'llEIt~K !It CO.', INC., the. party of the· second ·.~art ,. !:las' caused 

'this instrument to be signed by its dU],y a~thorized offic~rs and;!ts 
corporate seal to. be hel"eunto aff~ed ·the , pay and:year fiIist,,·above;.vritten . 

:' ".' 

Attest~ 

Oscar R. Ewing 
, ,: Secretary" 

w ,,1 , : t .. ~ ':'. ,: . 

-' 

,.'\.' ... ' 

l ',i : 

. , ;'1 

l·;' .. 

, ~·I~., . 

.' .' 

.. .••• 1.: :,1_.', · ... 1 

, , " .~ 

••• J ....... "" '. 

" :. ,'-': .;.\. , .. ', .. I ; •• 1 ~;.:,.: • • " .. : .'. 
. . • . '::. ~I;~:. ,":': ~ ~ .•. i ! .: ': .' .. :" ....• . , :: .. ' 

4 

. : 

,t '. ~. , , 
'E; l"iERCK; . 

", .. f ..... 

By' . pro Karl ¥erck 
Po Jilember of t/'le' fir.m 

.',:.' 

.' 

By ··Oeorge W.·: Merck ': ,,~. 
, PreSident .. ,; .. 

. .... 
. .... ; . ,.;,; : .. ' 

. :.:!' 
.. " . ~ ; 

'.' .f::." •. :; . 

.... '1: ',. . , .. I ".~: 

. !:.:' " " '.) 

"f .' :." 'j ": . . ': .: ~ . 
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p.r()ces~el1 operated b.y:J~erc.k· & p'0',. Inc • 

. and, 

E. )Jerok,. -Darmstadt 
. ., !. . 

Acetamiqe. "., , 
ad(L·~.X171oj.C Re.agent. 
AC:L¢ .. ,C~l'!IW,<, . \~"' .. ,'.,:';. 
~<!it;i !tlS(~idi.c 
.~id ~~~bi\6!llic 
M.ld Hydrooianic 
A,c~d Hypophosphorous : 
Acid Iod~c . 
Acid Ioqio Anhyqrid.e , '" 
ACid i.ieconic . 
Acid Oxali~ C. P. & Reagent 
Acid ;:,ilic~9 G. P," 
Acid Sulph~nilic C. P. 
Acid Sulphocanbolic 
Acid S1,l1phQSal.ieyl~c 
Aoid SulphJ,lrieArri/natie. U,S.P. 
/.lUllll.nwn }\Ce.t,ate :;jol,utiorf N. P. 
Aluminum Nitrate C.P.· 
Alumi~~ Phosphate 
Aluminum Sulphate N.P.V. & C.P, 

,Amm6niW!l Acetate 
IUllIl\On~um .Beli\zoate 
Amrn0!iiUm Chloride U.S.P., C.P. & Reagent 
Ammoni~. Chromate . 
Ammoni"um Citrate 
Ammonium. 'jjichroina te 
Ammonium looide., 
AJnII\oiliiun .Nltrat;e, Pure, ;¢i?P & Reagent 
AmmoriiU!llOxalate 
Aliunon:twn Phosphates N, F., C. P. & Reagent 
kmnoniqm$alicyla\e 
Ammonium ~ulphateJ' Pure C,P. & Reagent 
A~Jnoni~ ~u~pb~de, 5011,ltio~ 
AIllll\oniutn Tartrat.e ..' 
AIl1Yl Nitr~te " . '."., 
Amyl Salieya.te ~ ; . 
JIl1'iline Hydrochloride' ' .. ,'.' 
AnilineSu~phate , 
Antimony. ClJlor.ide Sol1,ltion . 
Antimony SUlphurate.d. ' '" 
ApiQl, F'lu~d ,GJ'eeri., '. . .. 
Apomorphine ,/1yx,1rochloride' 
Ar$'enic Chloride (01,18) . 
Ars'enie I,odide. (.ou~) 
Barbital 
Barbl.tal Soidull\ '. 

. BariUmAce~a,tE" " . 
Bad-wIl CarbPnat~P4re Precip, C.P. & Reagent 

' .. .i.·B~'r~~: ~h+~~id~.C.f. ~ oREla.gent 
Bar.;l-umG\l:;:C>Il\~tlh., ';', 
D~riw!l tJ~tr~t."~,:.c~p .• &, R~ag"Elnt 
Bariwn ';;ulpti~te c. P. 
Benzen~ C . .; P. , ~, Reagent' .', . 

: :.8!lI1~JJ,~9~(;d·9at~ .. ~, '.. .... .. ... 
. "; .. ~~l?rn\l;tQ :aet8:Q~phtllol i'.: .J: 

Bisrnuth Chlonde 

5 (Over) 
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•.•• " ·1 
.. •. ~ <.' 

, . 

~:'~~~':':'ru ~iittV ·cit:r~ttF~:i·:.'~:;:··;;·;~; '.,i;·;~.:. ';0~':.:.L , 
Bismuth ilydrOxide .... 
Bismuth Nitrate·:~;:!· 
Bi smuth Oxychl,prj.de. ".. . 
Di smuth· tiXYi~i:ficie:··"·;:i.;~~.'':·,!, ... ;1 
Bismut.h !:?aliqylat.El .,. ".," '.: 
Bismuth .Subb.;inzoate·, .. ~.::.:.~ I. 
Bisnuth'S'~'b~ctrb~'~~¥~'~: :" ',; 
Bismuth 3ubga~.ate.,·· .... !. 

Bismuth Subnft.fat,ea:".: ~ ' ... 
Bismuth .:>ub's,IU{("Y.i~t~.:: '~.'::' :.' 
Bismuth Ta.nriat~ .. ~"·.' "'. ,.: . : 
BismuU{lsc . iuiiin6nfum' cit: r8.t.e ' 
Bla~d 1 s ,.ia,ss Powd~i" .',;. .. : .. , 
Cadmitun··~\celate:: ~ .. :.. " 
Cadmium Bromid.:;"·:: .. ' '" ~:: .. 
'da:iiiniuniGar.bo~ate· .• .. "'. 
Cadmiwn Cl\lorlde~~" :". . :<; 

. . .. ' .. '\. 
CadmiUm . Ioci~de ':',' '. : " \ .... 
Calilllium·!·litl;cite . . . ,,,, 
C admiUln ,:;u:lpl;a te' . ~ c· 
'Caffeine: Ci'trat~d" .... " . 
. ':;af'ie'in~ ~·:;odiuin·"Benzoate .. 
Caffeine' ~odiuiP ·s~i~y.ia.t~· 
Calal.nine Pre?ar~d '1.,7" .'. '. 
CalciUln Acetate· . . 
Calcium Carbonat~ C'. P:<& Re~gant 
Calcium Gh.i~ri(r~ AnhyG;lrous C. P. & Reagent 

··CalCium· Chforide Crystals Pure & C.P, 
Calcium Chi{;'r'.i,i~e·iU~ S;.P. . . , 
Calcium Iodide . .'l .., . "-.: 
Calcium Lactate Dri~d' ... 

,- ;';',.:. C~lc~um:,Lac~~ph~sph.~~~ ... ' . 
':;alcl.UIiI Nitrate Po/e &. t! •. P. 
CalciUlII Su:j.phate .C.P.· 

'Calomel ':':- , . .. . 
GalQlr~l,. Special Fine. ':.:>' .. 
Gfl)lph<j,f'l,:op'ot>r-omq,t;ecl" :. : .. 
Cai-lSoao Shl.:t' Ar\:'ificifii t::. F . 
Chlorbutanol" , .. :'f .; .. : '. 

Chromium Salts· ." " 
Cocaine & sal ts . 
Cotleine .. &·I'SaJ).~ ,.:::~ ~:::.' 
Colchicine : •. ,,: .. : ...... ;.-.: 
Colchlcirie Salicylate<r ': .1, .. 
Con 0 Pa er' .,:.l. .. :.:. :".' ... :<' 

g P ,.r .. r., ..... . 
Copper Ac~ta te ·.C·,17: .. :&. R~agent 
Co')per j(~Umina.t.ei.r· .' .. f •• 

Co)pef.·~'r6111~i:ie ... :. . . ,: :" : 
CO:Jpef Chloi'1<kc:r. :&i:ije~gent 
Copper Iodide ....; '. '. : ........ , 
Copper Nitrate.' ~:'''.' '::".;:,;', 

~, .. Cqpger . . 0tf~d~. ·t3~a:ck· ',' ... 't •• 

. . ' !.,' CQ;?pe;r:-' Sulp.nti:t'f3:. U; f:?~·P~.:··~ ; .C·~.r. & fieagent 
..... Copper $ul,Ph~}p.:·M.hidr.ol.t.(;.C .• Po' 

t .. qopper . & .~.mOnl'.#: ~hlorid~ . 
. . 'Corrosl va . Su~:JJiI¥lH .. :.: .. ' :. 

CupreY",;. ~,: , .. : ....... "':.: ... :~." .. :. 
Dext:ro'se 'C',P, "j\n~'y(lri?'us:. 0 •• ;: 

Dextros~ .. Sol.fi"t'pb .. ·.~t£{~~l~z,~d in ampules 
Digit an" Pow9.et:~;:;~~?1{~:':·:f.:rincture 

6 ,~ 
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;.,.' .> 

Dionin , '. 
Emetine i,{::S'!ill:.t~ ,:!;h,d"ci,"" 
Eschka t·S'·,tf:i1e\\.itit;ll"j.,: ! 1,~: 
Ese rif\~ ~5ai'i~'iyl~ t!lf' N:;.~·· . 
Ethyl I3t'or.ti;dlell'C.(p~/:,.~ r~' .. 
'EithS;l': ~~~?,~::.I i';.:;; :;~:: .. ' ;'; 4, .. 
Ethyl ·fhtr.~tJe."Ii'." ", .... : .. 

":;Fehrolf~'ifj):; .::::i:i;: .. ;·."" '; 

Gold -&';i6d~~"Gri~bra'de:" 
. ';'''1ibmatrl'Opjfr(~;~&: S:a~t~: .. :.;.~\ 

. ~"""": .. ':. H1djta:stlWEi·~t:i·Sli:l:'t*-"'·d.; 
'. ljya'f6~lcho~it:' t;(~M~t.:·fbt qecocainlzed coca 

.i:"".""'i:',:: .. ~:.' .. ~: ... ;.~.; :t~%:-V$;~" ~·V!·:~!:..J,.;l·~·~ 

~od£nt!'::fi.$sJ~liiri~'ei7-t:it •. & Granular, 
"'1oa'ihe' . ~Tticl tllh-f'iicte;': ;:- .... 

,;,::.i·~'~'~·:;'·:I~~!~,f~·i:;~;~/~:~~~t:!,' , 
!rori·'P.c~titite·ie '15a!si.ll': & Solution. 

'; ,;,Ifdh :~~~~~:~e ';:.: :';:""'~::.~ . 
. tM¥i=-Cit.'r.itie··Seale·s CiPearls 

.'. :i~:iJ tHa1J.:yi~d :"."::. '.\'. 
'. ,', Irqn~lyp~>ho:sphi te ' .. : './ 

; .' •. ',. Irofi' I'od~qe (Que.);) :: ";., 
Iron Icidtd.e '$&caniirate"<i 
Iron ~ tc"did~';'Syrup~' ., .. ;.:: 
Iron tj:it.tiH1e'f'eri'£~···.; . 
Iron ~alate::F~F.ric,·'·· . 
Iron QxI1.bite<Fer:roos .. ;, 
Iron ~ds "Bt;()wo 'iPteci-pi ta ted 
Iro" '·:O:id.Gi~ ·ti~d S$.cOhatated 
Iri?11 Pep't6iih~d .':.~ ... ~:.: 
Ircm·Pt:iosptiij,te(f.ijr-ri-e) Soluble ScAles &: Pearls 
Iron PI1~~pfi~t'e Fell'iio\l:S.·' 
Irqn' ?:?f~eH6~~ha.t:e'·i)oluble .;cales & Pearls 
Iron '.'$(Jdl.1thsti6 ','H; .1" .. :' 

!~dn::"SuliMlIlteFe1ftic,;p.owder &: Solution 
Iron; ~~Phat~ Fe,pi~·:aasic l.t Solution 

.. iI~Qhi·SM;phat&·F~·t.rous:.cran. U,S.P. '81 C.P. 
Iton SUlph£t~~Fer~Oi.i:f'·Dried U.:;.P, . . 
Iron &:·~rurtinoniulIHlfttate. Brown Scalfls & Pearls 
Iron &t'kiliiibrliU51' Cittate Green Scales & Pearls 
Iron Be :A!hrh0hiUm:OXala·te 
~ron &. ~Ohiitm· -?ulphate J Ferric 
Iron &~ Aibii!6niullf':"Sl$tPihate, F.errous. 
IreI\ ··&P6ta!s!WiI 'OXaXate 
Iron &: ':Pota$ s'iilJfi i tartj;ate 
IrQn & Qq;i:ri~rie·C~r&.t~ Scale 8 & Pearls 
Iron & Sodium'OXalate..; 
Lead·i;eeta.tlbR~ag.nt· r::' . 
Lead"CIU6ride':::~::" ""'~: 
Lead Chro';iate,;O'~p,·:·::.:,··: 
Lead I<X\ide;: ;.~ .... : ::,.!.;. 

• ~ead'ldtra1ie: l'i:'I~' "i' ':'1 . 
"I.:: ,:;fr·,Lead'Stibacuiti.1ie:.S61uti'on I). S,P. , 

, . Maai$itaph8.t.8i1G~·P:'{·>;':"·~'· 
.. :.' ;·.>'r;1me "1Cild!!i~i!C:1 .' 1 •. l :.- .\,. J:' .. 

Lith±\tiitf~ftioatel; .:.~tl.:: 
Lithium.:;Chll.or.id"';·~, ~ ..... . 

:'., ~H.nifuil Clt~a-t.ei·;'.i,;, : { ... . 

7 (Over) 

~ .. 
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• ..... f .' 

'! .. : 
.Li thium Iodide , 
Lithium I~i~.fate ..' .: 
Lithiu!l!LS~U~Vla.t~ '. 
Lithilurt;'?uipha~4;I. .. ··' . 
Litmus Paper"Red' .&B1ue 
Magne s:i,um Br:Omide . " 
Magnesium Carb~ri.~~~ :H~avy 
MagaBsiulD Chloride' ... ' . 
Magnes.iwii . ci~t.ate . SQ1l:lble 
MagnesJ~, Ni~rate. ~. P r: Ii Reagent 

. : ;;~.:Magne.siUr~l.OX:~~~. H~aY1.·· I 
Magnesiuin r:~~ph.~te 01 &. Tri-basic 

.~~, . ..' '.: ~agne~i~ !ii~l~c;r.late'.! 

....... 
.... ! 

Magnesi~/!I. ,$ul,phat.e Dr,ie!i 
liagnesi1im 4 SuJ;P~t~.,:Re,agent 
lIagn~.I?iUT{o .~:' Amm<?~iu':'l f,llpsphate 

;. :. •... ': ~ang!l.r,lese .. C;;.r.bonat.e . 
Manganese .ChlQride 
Manganese Citr~te,~oluble 
i;(anganef?e .HYPQph06phit~· 
Manganese Sulphate Crystals 
Mercurial. Qi!lt.n\ent~ U~S.p·. 
Merour~. R~qis~nled U.S.p., C.P. & Reagent 
Mercury ncetates 
Mercuri .I\'illloniated 
Mercury Bi.!;ulphate 
Mercury Bromide 
i,;erc~y:· Ciy~nide 

),(ercurJlp~j,des 

j,ier.cI,Wy. j;l~JlS~. U;$.;.r .• 
Mercury Kit:rat~.$' . 

:,. ,MeFc .... ll:'y Oleate {i25;..,} 
l,{er~\u'y ~ide& 

.. U~rc\lrY"$aJ,icYlate 
Mercury Sucpi~illl~!3 .',: 

: .. '~:, MerC.4l'Y': P\llt>hid~ Olac;!<:. 
. .,. . :.: !l!erc~~~ £\Ilphc;>cy~na te.; . 

.... ,:Mer~JJJ'y:}\'ith·Chlt-~. U.S,P. 
. M~tl'!yJ;: Ipqidl'!. . .... ' 

.c' Me~ny:1,~l!e;I9MQ~ :. ".:' 
.-.'. ., MethYl; ~aUc.Y-la t.e.. , .. 

/ Morphine ~,1~al. .. t·~. , .. 
1'lat'ce;in~ ~. ~al tl?: 

'.:,.' .... ,' :.[v~r.C<)t,ine .&.;..salte~. '1.":, 

.. Ni.cJ<el. .Ch:oriA~··G.P. .':.": ~ 
.Oil:l!:ther.ea(H.F. "' . 
. OpiUm. J\ll<alQ~.d:s '. 

Opiwu .• :eCnCillll).c·. 
Opium,Ji.xt.nct N IF: • .v.. . 
Papaverine &, S9its. ..: 
Per9xoj.d~.· .... : . . ...,.; 
Phenobarbi tal .... : ". . 
Phenobarbital.'.S~xHum., ,". 
Bh.enylhydTazine,· r.~r9cihloride 
Pilooarpinfil,Sa1icYl~t.(l: . 
Plant:in~c Ch~-or"de .. Splu.tion 
Potassa Sulpt:\llrate.d: '.: .' 
Potassium.:Aceta.te·; : ~::. 
Potassium·Mi.U. Phth~at~ 

B 
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Pota.~sium Arsenate .. onobasic 
,', Potassium 'Arsenite; PbVld~'r,:& S6lution 

Potassiwn BisulPhate ' ' .. , 
Potassium Carbdtiate U.S.'P. 
Potassi~ Chrt>mci'~e;'YeiloW C.p ~ & Reagent 

, .. 'PotaseiumCihat,e' ' ' : 
PotassiUm DicnroinateC:P. "& Reagent 

, ,Potas'siuni IOdat'e' " " 
Potassiulli" todide'" ,',' 
Potassiur:, Nitrat'e Reage~t' , 
P6~assium 'OXalate' Reagent' 

, , ",.: p6tassiwil Phospha:t~ r:ior'16 "and <ii-basic 
Potasiiiuin Sulpl'iocyanate C.P. & Re§gent 
Quinhydrone " ' 
Sodium Arsenate " 
Sodiwn Arsenite ," : 
Sodium Bisulphat'e' " 
Sodium Carbonate An,pydrOtJ,s Pure & C.P. 
Sodium Chromate Drred ',; , 
Sodiw!l Citrates 
Sodium Formate 
.:joq,iWil Hydroxide vdth Lime 
Sodium Iodate 
Sodium Iodide 
Sodium belate 
Sodhm Nitrate Reagent 
Sodium Nitrite U.S.P, 
Sodium Oleate ",cid Mass 
60d ium Phosphate Dibasic Anhydrous Reagent 
Sodium Phos~hate Dibaaic large cF/stals 
Sodium Phosphate "onobasic 
Sodium Pyrophosphate 
Sodium Stearate 
Sodium Succinate 
Sodiwn Sulp~ate U.S.P., C.P. & Reagent 
Sodium sulphate 3nhydrous Pure, C.P. & Reagent 
Sodium Sulphide Pure, C.P. & Reagent 
Sodium Sulph9s;arbolate 
Sodium Sulphocyanate 
Sodium TetraiodQpheOolphthalein 
Sodium Tungstate Reagent 
Sodium & Ammonium Phosphate 
Spirit Ether Compound 
Starch lodized 
Starch Soluble 
Strontium Acetate 
Strontium Chloride 
Strontium Iodide 
Strontium Lactate 
StrontiUIll Nitrate C.P. 
Strontium Salicylate 
Stypticin,& Tablets 
Sulphur rodiae 
Tannaform 
Thebain & Salts 
Theobromine Salicylate True Salt 
Theobromine Sodium Acetate 

9' (Over) 
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TI)eobl'C!l!ilillE! 9CXl fUm ·'3.;i.lfc·Yi~. i:.e 

::.i.;: ~t~!in:~;~!:'r~~::. >:::.:;::: ~':'<': .. , 
Tin .. ~let·al:.;.· Granular";' ' .. ". 

::;: '," -Tin " Ghloi-:i,dEr;·( ous:) C', f..~; &"Reagent 
Tinctur.e FerHe !ehl6ricW- •. . 

,', " Tim:t...u-e· Fertie"Citroch:tpriqe 
Tincture of Iodine' .. :" -: .. : . 
TrauIo1aticin .;.0:' ,.:-.. :.: ..... 
Tropococa:1ne'Hydfochlqrl:de-
Tro~6c6caine .HYdro·chlori(ie Solution in ilfl)pules 

·L .. ;. .. .1 Vel'ona;lPowder'& 'Tablei~- !.:. 
:';;.:,;.; .' iint" t,:eta;l· .::oE;"$':r~·· Shot:& ~?tj:cks 

Zinc Bromide ..: .. 
Zinc Iodide ..' 
Zinc Nitra,t,e .... 
Zinc Stearate . 

. -. ,Zinc Sulphbcarb'C?late" 
. . . ~:.. .": ~ '.- ~ '. 

" ',:' ;', 

. ' . 
,I,':'\''' 

"',' 

.' 

, . 

'. ',: 

\. 

'o.t I.; 
.; to 

.' ~ 

.::; ... " 

... ;.'," 

' .. : ·If. 
, . " .. 
. : :: 

.: .... j., ... 

.;. 

" " 

.;. 

. , . . , .... - .,. • .' 0" ~ 

. ! :", 

., ' •• 1 ~: • '. I;· .. ·{ I 

.. !.,:: '. . ~:" ; 
,:J •.••• 1.. ,',::, 

"t,: i:.' . !:;:: .. :. ·1 .: .. :': .:~ 
!.', .~.t -:1;';.:'.~ '::'1 ........ : . 

.• '.:.':':- .1 

'., ~ ~". ':'.~ .~ . 
• :~1.1 ! .: II :..-, ;;,~ 
,-::: ... : t,i -:", ' " 

,i"i." ·• •• :::·}i1.'· 

.: ': .. 
~": ":. ~:.,!'::, ~ -:. " , '. , .. . ::; '.. ~.,,': 

. ~. 

:;'.: p": ::'.1", .. ::' 

10 
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EXHIBIT C 
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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 ai., 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 I 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 pro competitive 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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EXHIBIT D 
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Lu NoTICES 

NOTICE OF INlENTIOli Ul 5£ifK IERMlNAUOS 
of jllil mNSliNT PECREE IN 

.\iNIJEOSJAU3S v MeRCK &cCO me e.t.AL..., 
Pi. E..t.SE TAKe NOTICE lila, Me..<"Cl:, Sltarp & Otllul'le Corp. 

f'"Mrr&"'1 ba.a !JuJ:'1lniUea a ((:Q'.:est ('1 the Antitru..;( D\Yl$iOJl ,·f 
,he tJrti!«l St:ltea Ocp4runcni tlf Ju-.lll"e (,'A,hm.ru,,1 Divi$ion"} 
H.I ;uW..trt Mu.;:k in obtain:!:g termll1!1tioO oillie Fiual Judgment 
!'Il~ ill IJniled Swa ". McnJ.: dI. ('0 .• rqc .. C( ul, Ci'iil 
N{}. 315!J {O N.J. 1943j. 1)0 (Jcln(l(:r (t. 1945 (the "'CC)(!Jellt 

lX....:.!tt "J. MUt"k IS publillhill& lhi~ "utic'! .)f illi im~n.tion to .:sock 
~mun,.ti(ll1 (;ftht- (A(denl Ocerec ,alii ... ! .;uy intel't'lih:d pet:.\OIlt 
('an 'Ubmil "'''(.'rumen(~ 10 I~ .-\ntilo.J'" i)!\'ijl():l \Vidl re.'pocl to 

Iht! prflpo.l$Ni It'rmiJla!iou. 
On QcLObo!:r ~. 1943, the Unil:"'"t.i StJIf!".$ 11led it C(lmplaint . 

alleging dIll Me.x-t 300 E. MI."{d:: {n COff}oX:uiOI1 dtlif1g- 00flffl!ii>!> 

ill [Y.e;tl)bladt, GennlJly.lhJII,: now known <l'i M.:cdc KQaA.; llall 
:lgl'Ccd Ie> allocal/! cuslQmer:l i!.fld t~h,>ries tx-Iwc.:" th<fI\..G:Ive" .. 

ill the ..we 100 disWhuLi(1Il tI( dlemicA ubd phflt(nAcet.iHt.:.a1 
I"'totlhtU IU:to'k by (heIU.ll'l vfol.:.hil(1 l)f S('(;fj(,m l <>f (h~ SllCfl~JI 
ri:e!. 15 U,S.C. ~ I. 111! !luit W!J$ rC~Jhd ill 1~"4$ by eolCYo( the 
COn. .. "'.:tlt (kCI"t'o.': 

.11l~ OlflB(lIl rX<t.:{ec jllUhihil~ Men:k und E. Mcr4' (him. 
i/l((:( :;Iin. ~r.letin~ iottl Qr fu!d..-:.¥ong ;111}' ;"lp:eemetll If' (i) 

~lIfKi\ll' m.;u1tt'".l~ Or Clistorr~rs Q( rdrruri (rom o:..-:(IlUpctins: ill 
,ile lIuUlnf .... 1~1I"l". s:rie--. (hSliibuU\)(l., uf impurt/ch;"1Oft or !lUr 
.:hctH~{1!i vI" ph;1nfUX;eut~af produu. (1) create or o~r,r~ 
"n nhi{~liM hi <:":td-..an~r. (.i liccn.:;c ri;.hL'i: re.1;U.ing JO .ally 
;;htroi.:ai (of Vba.ntmot~v.tic.,d prWuc(·. {3! oe~t3b(;'!th f\:U'n"5 llf 

<."OIl(.lillOIi! tlpun .... hkn p:tte.IllS ~i-liitl& 10 lilly chclll.k~t fll 

IlIt;lnl"lIk:'!'uli~ pr."ldtict will t..c i.iCCI1~l·d or ;«ly cheltiical prod\lcl 
'kiAl be~'()rJh)'·ot,tuo{bO:I"!I·, ;t!ld to{) ij,\ pr1t.:et! rorl:lllt.;h~lntcal N 
ph<ur.rllr:':1'!l1t.k~ prodUct, M~n:k is !>I..".t'..l.iltg (he terrido~ioo ill'th.c: 
CQO~nl ()«:r(:.e ix'<lu..'Ie thc t)¢cn.'(" Ij(. longcr SC(vCi.'! Iht puhIk. 
in(ere$( :md in'~il$ die' C'OIni':1ni~ froll! tX.lf£nfq.II"1 ('ogAging io 
ptl;lO)m~u¥t InlIQ&etJIOnS I:h:...~ ""'9u1J ~f;l~t cfl,ll"$tnher$. 

httd'~ pet"$Qjl$. ~ \1\y{l6Q t~ ';'\,b411It cmnrucrt($. f\!&1\IUttlg 
~ pclteuti:tllimnif);).li.otl 1)( U}e Cnu.st'nt tlcov'tee ll') the AfJ(I'!ru.t.t: 
I)ivis\.o3I). C~na AlllR.be ~a-l:d hy. fbe AnliltU.-I,r Oi.V,i,.<ji<m 
flv Oc{Qber 1, 101Q, CO{\llh¢lllS W;)'Jltf tie <1dd~d to OQrm3 
M~ KC>o)f,,?,,(ciI1, CTlirtt. 'rfa~flQI1~tiQ:~, J;m'.Q:.j, 3.110 A~~~I(Ur~ 
$t't.:tiUft. A"[itru...~ D~ ... isio.(J. U;$, lkpJi1.IMl1t of Ju ... qj«, 45{} 
FIfth $lI~et N. W., Wa;;:hingll'fl. I~ 205JIj. 

G~&ti~ ~~~er.f~ 
':\":l!_tf.s.R!1fittthlrli/lllS.fd'l~tt.ting:.Proo'3fQ.lim.ato;YGtt~Plstl1t:utiOO 
MuUcll-llJ«flfurts .or •• ~_4if c.t.t..( ~tlIPt4«.~ ~ ktl:"~~;lt~. 
!~~rt!'Itn.!tMO. iti~ ~~f/l~<tutstlGM"il!>oipPH'ltwww.. 
'lU~):~,C!I(t'" .. 

. ("8.~';."bl ~=og'lWYO'fPJi~ 

u-\treJ: AUIT .. ntJ.?Il:O 
NwrY~fk.ffi<'l'tn." 

VIllIffiiER YOU SHOUlD S\1flf.\IT A PROOr 

., 

1 

I 
I 

I 
"l 
S: 
~ 

i 
~ 
r." 
~ 
r." 
~ 
0 

. 

. > 

* . . 
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NQDmQp lNWIDON TO SEEK l]RMjNATlQN 
OfTIj6 CONSENT DecRF£ IN 

UI'IITfD1rrAlll.'i v M!lItqs:" CO [/jC!!'T At 
PLP.ASB '(,o,Ke NOTICE Ihat Mete. Sb'atp,JI. fX>h"'" Co.p. 

CMd'Ck") ha, i;ubmiUeq" " re.quest (Q the Antitcu.\ DM"$ioo C'f 
lhi Uuile.i St~ ~t\t ~r JUlt.i«. f·An.mn~:'Dtvl$:iol1"') 
1()~uWOrtMe~hlQt)fni(lig,~q!lo(dle:Fina.J~nt 
~!t~t'td in Utjiled ,srt!t~~ v. M¢d',.& C~.; file;.,. d at, Civil 
No. 3159 (£>'N;I. '9~il. :9hQci®er'6. 194' '(lbi> ''(;,,,,,,.'" 
r~"'··).MCl\:ki·l,"bllshkllld .. oiltiO<>of~I""'i<>nt<>"",", 
lcml~!i.bll-orlb¢~11 ~ree.80UmtiWY inlec:etied. peL'SOllS 
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• PCORI should lake lead on public CER inventory I 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 information .................... '" ................................................................ 3 

• 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 
not be sustainable" ................................................................................................................................................ 5 

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

• Cymbalta chronic pain label: 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 patients ....................................................................................... 13 

• Class-wide REMS for anti-epileptics 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 

• GSK, Valeant willing to exclude some epilepsy patients 'rom Paliga 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 ................................................................. 14 

R&D Updates 

• Lilly to cease development of Alzheimer's drug - Eli Li1ly 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 patiell(s taking semagacestat nut only 
failed 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 .................................... 11 
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Health Care Reform 

• Gening 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 OCIIO will oversee implementation of the commercial insurance 
market expansion and reforms mandated by the health reform law .................................................. , .................................. 6 

Developments In Deal.Making 

• Deals 01 the Week: Medco/Unlted 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 
operations ............................................................................................................................................................................. 9 

More Regulatory And Business News 

• 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 moment" to belp shape nano standards for the world, Applebaum 
says. Board discusses ways to reach out for more funding ................................................................................... 18 

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

• Business news in brief - Novartis, with a strong emphasis on detailing its new hypertension drug Valtuma 
(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 I percent, market analytics 
firm SDI reports. Johnson & Jobnson appoints long-time exec Ajit Shetty to lead a new quality control 
organization across diverse business units, a move that is a key ~tep to showing it has control over 
manufacturing issues following recall., of several consumer products. Plus updates on the Novartis/Alcon 
deal and potential Sanofi-Aventis/Genzyme deal ................................................................................................... 7 

• Merck recalls losartan tabs due to labeling error; more recalls ........................................................................... 21 

• Bedford receives approval for sumatriptan subcutaneous injection; more ANDAs .............................................. 19 
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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 retlect 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 
from 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. 

PCORl'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 playa key role 
in developing and identifying standards for 
research. The methodology group may include 
members from private industry. 

In its comments, dated Aug. 9, PhRMA says "to 
help ensure the CER inventory is useful and 
sllstainable, 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, indusi ve 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 Principles For Observational Data 

Released in April, the GRACE principles were 
developed by Cambridge, Mass.-based Outcome 
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 photocopying is prohibited by law. See page one. 
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• 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 to lmprov~ 
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 Dru2 Advertisin~ 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 clinical experience," PhRMA noted. 

As a result, "we recognize that many comparative 
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 playa 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: 

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

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

• 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. 

"SustainabiIity 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 
is "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 expens 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 Ario joins Aug. 30. 

Ario has been appointed deputy director of the 
office of health insurance exchanges within the 
OCIlO. 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, 20 10). 

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 20 I O. In that role, he was responsible 
for running Maryland's high-risk 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@eisevier.com) 
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Business News In Brief 
Novarlis runs counter to sales call trends lor !irst 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 SD[ announced overall sales calls by pharma companies 
to clinicians decreased J percent during the first six months of the year, compared to the second half of 2009. 
Based on SDl'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 Teklurna (Pharmaceutical Approvals Monthly, October 
2009). With pharmaceutical sales forces being reduced in recent years, the drop in sales calls may be slowing. 
SD[ 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-A ventis' 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 
discllssions are focLlsed on enhancing Sanofi's understanding of Genzyme's businesses, rather than on deal 
negotiation," he wrote. "ft 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. [f Sanofi remains the lone bidder, Porges predicts 
the French pharma will buy Genzyme at about $76-$79 per share early in 20 I I, but the price could rise to 
$83-$86 a share if another biddeJ comes into play. 

Novarlis 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 nominees had been electcd to Alcon's 
board of directors. replacing the five Nestle representatives on the board. Despite these small wins, Novartis mlIst 
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 hill ion. 
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 quality 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&J'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, Pat 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&1'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 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 tennination of the Consent Decree 
so that any interested persons can submit comments 
to the Antitrust Division with respect to the proposed 
tennination. 

On October 28, 1943, the United States filed 
a complaint alleging that Merck and E. Merck (a 
corporation doing business in Darmstadt, Gennany, 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 
Shennan 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 (l) 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 
tenns 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, 20 lO. 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 Of 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 http://invivoblog.blogspot.coml. 

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 loday'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. In 
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 Pink Sheet~ pl'esents ----

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 
ZyS tor's ZC-70 I, 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 ZC-70 I 
features a faster development timeline and lower 
projected development costs than its in-house 
candidate for Pompe disease, BMN-I03. (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-70 1 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 7.9x, 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 Idee/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-lO02, 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 Ztm 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 royalty rate ("The Pink Sheet" DAILY, 
Aug. 19, 20 10). 

Also left unanswered is what the tie-up means for 
Novartis' ongoing collaboration with Alnyiam, 
under which the two companies are developing 
RNAi 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. 

AbbottlSkyePharma: 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 Ollt of the FIlItiform deal 
(one originally signed by Kos back in 2006 for $25 
million 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@eisevier.com), 
Alex Lash (a.lash@elsevier.com), 
Paul Bonanos (p.bonanos@elsevier.com), 
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. Merc.k & Co., Inc, 
NQ.IIC!;. OF INJEtHJPN,JO SEEKTERMlNATIQfiOFTHE_COf'-4SENT OE.QEt:E IN UNITEP.. STATES v. 

MERC~ & CQ"JNC., 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 Slates v. Merck & Co" Inc. et aI., 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 Antilrust 
D,vision with respect to the proposed termination. 

On October 28. 1943, the United States filed a complaint allegHlg 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 thern, in violation of Section 1 of the Shennan Act. 15 US C. § 1 The suit was resolved in 
:945 by entry of the Consent Decree 

The Consent Decree prohibits Merck and E. Merck from. inter alia. entenng Into or furthering any 
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Government urges universal flu 
vaccinations 
Research & Development 
08/23110 -18:30 GMT 
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agreement to (1) allocate markets or customers or refrain from competing in the manufacture saie. 
dlstnbutlon. or irnportJexport 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 condit!ons 
upon which patents relating to any chemical or pharmaceultcal 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 \toe 
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, D.C 
20530. 
Aug 23. 2010 

Want To Sample Our Asia Content? Roche, Pfizer and More -
Complimentary From PhurmA'iia News 
The editorial team of PharmAsia News is pleased to provide a COfl.lpjirp.§J)l?ry se!el;\IQILQ.Ls(Qf}es that 
highlight major themes to be discussed during Windhover's PharmAsJ1LSummit (Oct 2;i:2l:), San FraJlclsco) 

Ph?@A.SI';L.s_ummlt will bring Asian. U.S. and European Industry leaders to San Francisco to share \t1elf 
experiences and help those working In Asia and the West to better understand the complex 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 to avoid. E..or more jnform~ti911. clickbere.to \{i~1.t the PharmA.sii'l.Swnmit 
WeJ~~jtel 
Aug 16.2010 

A Revolution in Physician Targeting 

§sas 

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. 
DOl,,\inJoad here. 
Aug 09. 2010 
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Drug Development 
Keeping Up With FDA's Thinking May Slow Down Drug Development 

• Roche's T-DM1 early filing timeline backfires - FDA refused to file Roche's BLA for breast cancer agent 
trastuzumab-DM J (T-DMl), 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 mnjugate space. but the decision appears to have more to do with the 
agency's thinking on accelerated and data requirements than the technology itself ............................................................ 3 

• Chronic pain indications will be harder to 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 general 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 see differentiation between the pain 
effect and the sleep efrect of sodium oxybate in the fibromyaJgia triaJs. The sponsor expects to have less than 10 
percent peak market share, noting that the Risk Evaluation and Mitigation Strategy scares away patients and prescribers ... 12 

Generic Drug Policies 

• Court backs FDA rationale for approving generic Lovenox - A district court judge says FDA had the right to request 
additional immllnogenicity tests of Sandoz's generic in denying Sanofi-Aventis' request to overturn its approval ........... 5 

FDA reverses stance on bioeQuivalence 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 
Asacol HD ................. > .......................................................................................................................................................... 7 

• Supreme Court is asked again to review generic manufacturer liability for Inadequate label claims - Actavis submits 
another certiorari petition wilh the court in a case in which it was held liable for failure to warn of the risk of tardive 
dyskcnsia from metoclopramide use .................................................................................................................................... 6 

News From The Courts 

• Vaccine manufacturers, federal government, scientists file amicus briefs in vaccine liability case - Parties file briefs 
in Arncsewitz 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 [or Justice, university leaders and 
mother of a woman who died after receiving Gardasil vaccine file briefs in support of the petitioner ............................. 21 

• Hospital supply through GPDs: court affirms contracting tools in Bard case - Hospital contracts for medical supplies, 
including biopharmaceuticals. through group purchasing organizations may legally include sole-source agreements. 
tiered pricing and bundling, according to a recent appeals court rnling. The decision on an antitrust case against 
catheter supplier c.R. Bard is viewed as a big win for GPO practices .............................................................................. 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 medicine arena .......................................................... 15 
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THE NEWS THIS WEEK (continued) 

At FDA 

• Behind closed doors: FDA's drug safety oversight board will keep its decisions prfvate - 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. Meeting minutes 
also will not reflect the amount of debate among DSOB members, he says, adding that stakeholders can "make their 
own guess" about how spirited the discussion might have been on a particular topic ..•.... ; ................ ;~ ............................. 17 

• The look of FDA's drug safety oversight board - The board comprises 20 representatives from FDA and eignt 
members from six other federal agencies who provide feedback on the potential and actual effects of drug safety 
regulatory actions ............................................................................................................................................................... 19 

Updates On Deals 

• FTC faking a closer look at TalecriS/Grifols merger; H'GPA voices concern - The Federal Trade Commission has asked 
for more infomlation 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 produccrs from five to four, if this merger were completed, would create IV[G 
acc('s~ issucs ....................................................................................................................................................................... 26 

• Dears of the Week: Roche/Biolmagene, P&G!Somaxon, Roche/Aileron - During a week when numerous 
hiopharmaceutical 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 to co-promote 
Somaxon'g recently approved insomnia drug, Silenor ............................................................................................ 24 

.. Business news in brief - Long-time CFO Kevin Buchi steps in to head Cephal on 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 patient~ that its Gaucher drug, Cerezyme, will return to full supply next month .............. " ... 27 

On Capitol Hill 

• Senate Finance panel key to watch in post-election committee turnovers - It already looks like there might be 
substantial tum-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 ....................................................... 29 

More Policy News 

• CDC issues $10 million in comparative effectiveness research awards - The Centers for Disease 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 
registries for use in CER ..................................................................................................................................................... 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; Medicare Part D donut hole 
rebate checks are expected to go to about 4 million beneficiaries; more in brief. .............................................................. 33 

• Regulatory news in brief - FDA revises guidance on antihiotic development for skin infections, clarifying when 110n­

inferiority designs can, and can't, be used in skin and skin structure infection trials. Agency also announces public 
hearing on patient leaflets ................................................................................................................................................... 20 

• 8arr receives approval for clonidine transdermal patch; more AND As ............................................................................... 20 
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Roche's T -DM1 Early Filing Strategy Backfires As FDA Refuses To File BLA 
It hasn't been a swe1l 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-DMI (T-DMl), 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 n data 
used for the filing, FDA's decision on T-DMI 
wasn't entirely unexpected either. 

The filing wa~ based solely on the results of a 
single-arm 11O-patient Phase II study, which 
showed T-DMI 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 i~ 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-DMI 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 ofT-OMI as a 
novel HER2 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 A vastin 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 ifthe 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-OMI, an antibody-drug 
conjugate, or so-called "armed antibody," that attaches 
trastuzumuab and the chemotherapy OM 1 together 
using a stable linker and is delivered directly to the 
cancer cells. DMI 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-DMI 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-DMI in 
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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 II 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-DM] 
and don't sec 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 $] 10.3 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-DMI 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@eisevier.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 tbe product Oil 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, it is 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. In 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 immunogcnicity 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 i'mplication, 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, OmnitrQpe and Premarin. For 
example, for Premarin the agency could not find 
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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 Court Again Asked To Address Generic Firms' Liability For 
Inadequate Warning Labels 

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, VOL 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@eisevier.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 far determining biaequivalence 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 Asacol and Asacol RD. 

The citizen petitions, Shire's filed in 
September 2008 and Warner Chilcott's 
tiled 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 
he laid out a different position. 

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 perfonn 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, 
COER 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 mesaiamine 
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 

bioequivalence had to do with the complexity of the 
PK profile of mesal amine, 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] 
total 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 
significantly different," the response 
explains. 

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 
mesal amine, 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 
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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-te-batch or lot-te-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 roesalamine 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 aGD 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 "~'iDA applicants for generic 
formulations of Asacol and Asacol HD should 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 mesal amine 
products at this time. although it may develop one 
in the future. Warner Chilcott'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 
AsacoJ 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 Warner Chilcott's request that the 
agency not grant waivers for the in vivo bioequivalence 
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 Pendinj! 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 
mesal amine 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) 
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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 at., 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, IS 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 (t) 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 
J. 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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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 c1aim. 

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 
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. 

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 CymbaIta application. 

"The use of a chronic musculoskeletal indication, 
rather than a chronic pain indication, for CymbaJta 
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. 

ft 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 
Cymbalta's efficacy in chronic lower back pain and 

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 III 
studies in chronic lower back pain and osteoarthritis 
were necessary for the general chronic pain indication, 
but the agency has since changed its thinking. 

Rappaport said in the last 10 years the 
academic 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 

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, Existin2 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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Termination of Consent Decree in U.S. v. Merck & Co., Inc. 
NO_tICE_QEJNIENIION TO. SEEK_TERMINA.tION_O.E.J:I:lE_CQNSENT DECREE_IN_UNITED 

STATES-'f.._MERCK_&_Co'oL 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 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, D.C. 20530. 
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Appendix 3 

!l!partmtnt .at ~nltitt 

FOR IMMEDIATE RELEASE 
FRIDAY, APRIL 27, 1984 

AT 
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 existinq judqments which include 

consent decrees and also the injunction's resultinq 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 outstandinq judgments to 

cQmply with their terms scrupulously. 

The Division will periodically conduct inquiries to determine 

judqment compliance, and will initiate criminal or civil contempt 

proceedings to deal with violations. The Division encouraqes 

persons with knowledge of possible judgment violations to contact 

its Office of Operations, Room 3214, Main Buildinq, Department of 

Justice, Washington, D.C. 20530. Such communications will be 

accorded confidential treatment. 

(MORE) 
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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 judqments that, with the pas •• qe 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 towards termination. 

A copy of the policy statement is attached. 

• t t t 
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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 
as 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 question 
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. including 
information as to changes of circumstances or law that 
make the judgment inequitable or obsolete, and (b) the 
actual anticompetitive or other ha~mful effect of the 
judgment; 

(2) a statement of the changes, if any, in its method of 
ope~ations 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. 

•• 
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iBepartment of Justtce 

FOR IMMEDIATE RELEASE 
TUESDAY, APRIL 13,1999 
WWW.USDOJ.GOV 

AT 
(202) 514-2007 

TDD (202) 514-1888 

DEPARTMENT OF JUSTICE ANNOUNCES NEW PROTOCOL TO EXPEDITE 
REVIEW PROCESS FOR TERMINATING OR MODIFYING OLDER 

ANTITRUST DECREES 

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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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 

concerns may be considered and addressed prior to the filing of a motion. The Division will take 

into account both concerns that are brought to its attention and appropriate inferences that might 

be drawn if no substantial concerns are raised at that time. 

### 

99-131 
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ATTACHMENT 

INFORMATION TO BE PROVIDED WITH 
REOUESTS THAT THE ANTITRUST DIVISION 

SUPPORT TERMINATION OR MODIFICATION OF CONSENT DECREES 

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 lO-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. 


