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Cleary, United States Attorney for the District of New Jersey,
respectfully represents to this Honorable Court as follows:

STATUTORY VI OLATI ONS

1. This statutory injunction proceeding is brought under
t he Federal Food, Drug, and Cosnetic Act (the "FDC Act"), 21
US. C 8 301 et seq., to enjoin defendants Scheri ng-Pl ough
Cor poration and Schering-Pl ough Products, LLC, a subsidiary of
Schering- Pl ough Corporation, corporations; and Richard J.
Kogan, Chief Executive Oficer and Chairman of the Board,
Schering- Pl ough Corporation, and Steven C. Chellevold, Senior-
Vi ce President, Wrldw de Techni cal Operations, Schering-
Pl ough Corporation and Vice President, Schering-Pl ough
Products, LLC, individuals (hereinafter, collectively,
"Def endants"), from

a. violating the FDC Act, 21 U S.C. § 331(a), by
directly or indirectly causing the introduction or delivery
for introduction into interstate comrerce of any human or
veterinary drug, as defined by 21 U S . C. 8§ 321(g), that is
adulterated within the neaning of 21 U S.C. §8 351(a)(2)(B), in
that the methods used in, or the facilities or controls used
for, its manufacture, processing, packing, or holding do not
conformto or are not operated or adm nistered in conformty

wi th current good manufacturing practice ("CGW") to assure



that the drug nmeets the requirenents of the FDC Act as to
safety, and has the identity and strength, and neets the
quality and purity characteristics that it purports or is
represented to possess; and

b. violating the FDC Act, 21 U. S.C. § 331(k), by
directly or indirectly manufacturing, processing, or packing
articles of human or veterinary drug, as defined by 21 U S.C.
§ 321(g), after shipnment of one or nore of the articles
conponents in interstate commerce, or the doing of any other
act, that results in such article(s) being adulterated within
the nmeaning of 21 U S. C. 8§ 351(a)(2)(B)

JURI SDI CT1 ON

2. This Court has jurisdiction over the subject matter
and over all parties to this action under 28 U S.C. 8§ 1331,
1337, and 1345, and 21 U.S.C. 8 332(a). Venue in this
district is proper under 28 U.S.C. 88 1391(b) and (c).

DEFENDANTS

3. Defendant Schering-Pl ough Corporation is incorporated
under the laws of the State of New Jersey, with its
headquarters offices |located at 2000 Gal |l oping H || Road,

Keni  worth, New Jersey 07033, within the jurisdiction of this
Court. Defendant Schering-Pl ough Products, LLCis a

subsi di ary of Defendant Schering-Pl ough Corporation and is



i ncorporated under the laws of the State of Delaware. From
its headquarters | ocation, Defendant Schering-Pl ough
Cor porati on manages and control s the manufacture of
prescription and non-prescription, human and veterinary, drugs
at facilities located worldwi de, including facilities |ocated
at 1011 Morris Avenue, Union, New Jersey 07083-7120 and 2000
Gl loping H Il Road, Kenilworth, New Jersey 07033 ("New Jersey
facilities"); and at facilities owned by Defendant Scheri ng-
Pl ough Products LLC |ocated at State Road No. 686, Km 0.5,
Manati, Puerto Rico 00674 and State Road 183 PRI DCO I ndustria
Park, Las Piedras, Puerto Rico 00771 ("Puerto Rico
facilities").

4. Defendant Richard J. Kogan is the Chief Executive
O ficer and Chairman of the Board of Scheri ng-Pl ough
Corporation. M. Kogan is responsible for worldw de
managenment of Schering- Pl ough Corporation, which includes
Schering- Pl ough Products, LLC. He perforns his duties at
Scheri ng- Pl ough Corporation's worl dwi de headquarters offices
in Kenilworth, New Jersey, within the jurisdiction of this
Court.

5. Defendant Steven C. Chellevold is the Senior Vice-
Presi dent of Schering-Pl ough Corporation, Wrldw de Techni cal

Operations as well as Vice-President of Schering-Pl ough



Products, LLC, and assuned these positions on July 30, 2001.
M. Chellevold is responsible for the managenent of Scheri ng-
Pl ough Corporation's pharmaceutical nmanufacturing operations
at all Schering-Pl ough Corporation pharmaceuti cal
manufacturing facilities |located throughout the world. M.
Chel l evol d perfornms his duties at Scheri ng-Pl ough
Corporation's worl dwi de headquarters offices located in

Keni l worth, New Jersey, within the jurisdiction of this Court.

DEFENDANTS' HI STORY OF VI OLATI ONS

6. Defendants have a history of failing to conply with
CGW requirenments during their manufacture of drugs at their
New Jersey and Puerto Rico facilities. Mst recently, in My
2001, FDA conducted four inspections of Defendants' New Jersey
and Puerto Rico facilities.

7. FDA' s inspections of Defendants' New Jersey
facilities were conducted from May 7, 2001, through June 13,
2001, and reveal ed significant CAGW viol ations, including, but
not limted to, violations of 21 CF. R 88 211.22, 211.110,
and 211. 63.

8. FDA' s inspection of Defendants' Manati, Puerto Rico
facility, conducted from May 1, 2001, through June 13, 2001,

al so reveal ed significant CGW viol ations, including, but not



limted to, violations of 21 C F. R 88 211.22, 211.110,
211.113(b), 211.192, 211.160, 211.165, 211.25, and 211.198.

9. FDA' s inspection of Defendants' Las Piedras, Puerto
Rico facility, conducted from May 1, 2001, through June 5,
2001, revealed simlar significant CGW viol ations.

10. Most of the same significant CGW viol ations
identified above, as well as others, have been found during
thirteen previous FDA inspections of these facilities

11. FDA notified Defendants in witing of their failure
to conmply with the CGw violations identified above, as well
as at neetings that occurred in 1998-2001.

12. Defendants have violated the FDC Act, 21 U.S.C. 8§
331(a), by directly or indirectly causing articles of drug, as
defined by 21 U. S.C. 8 331(a), to be introduced or delivered
for introduction into interstate commerce that are adulterated
within the neaning of 21 U.S.C. 8 351(a)(2)(B), in that the
met hods used in, and the facilities or controls used for,

t heir manufacture, processing, packing, and hol ding do not
conformto and are not operated or admnistered in conformty
wi th current good manufacturing practice ("CGW") to assure
that the articles of drug neet the requirenents of the FDC Act
as to safety, and have the identity and strength, and neet the

quality and purity characteristics that they purport or are



represented to possess.

13. Defendants have violated the FDC Act, 21 U.S.C. 8§
331(k), by directly or indirectly manufacturing, processing,
and packing articles of drug, as defined by 21 U S.C. §
321(g), after shipnment of one or nore of their ingredients in
interstate commerce, which acts result in the articles of drug
being adulterated within the neaning of 21 U S.C. 8§
351(a)(2)(B)

14. Based on Defendants' continuing failure to adhere to
CGW requirenments during the manufacture, processing, packing,
and holding of drugs, it is evident that, unless and until
restrained by this Court, Defendants will continue to violate
21 U.S. C. 88 331(a) and 331(Kk).

VWHEREFORE, PLAI NTI FF PRAYS:

|.  That Defendants and each and all of their officers,
agents, representatives, enployees, successors or assigns,
attorneys, and all other persons, including subsidiaries, in
active concert or participation with any of them be
perpetual ly restrai ned and enjoi ned pursuant to 21 U S.C. 8§
332(a) fromdirectly or indirectly doing or causing to be done
any of the follow ng acts:

A. introducing and causing the introduction or delivery

for introduction into interstate comrerce of any drug, as



defined by 21 U.S.C. § 321(g); and

B. manufacturing, processing, and packing, or doing and
causing any other act with respect to any article of drug, as
defined by 21 U.S.C. 8 321(g), while the article is held for
sal e by defendants after shipnent of one or nore of its
conponents in interstate commerce;

UNLESS AND UNTI L Defendants satisfy FDA that the nethods,
facilities, processes, and controls used for the manufacture,
processi ng, packing, and hol ding of drugs are established,
operated, and will be continuously adm nistered, in conpliance
with 21 U S.C 8§ 351(a)(2)(B) and the CAWP requirements as set
forth at 21 CF. R Parts 210 and 211

1. That FDA be authorized pursuant to this injunction
to inspect Defendants' places of business to ensure continuing
conpliance with the terns of the injunction, with the costs of
such inspections to be borne by Defendants at the rates
prevailing at the tine the inspections are perforned.

I11. That the plaintiff be granted judgnment for its
costs herein, including the costs of FDA's inspections of
Def endants' facilities conducted (a) after Defendants'
facilities were sent FDA letters warning of possible
enforcenent actions if CGW violations were not corrected, and

(b) to nonitor Defendants' conpliance with any order of



injunction entered by this Court; that Defendants be ordered
by this Court to disgorge the profits they have earned on past
sales of all adulterated drugs; and that this Court grant such
other and further relief as it deens just and proper.
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