UNITED STATES DISTRICT COURT -
FOR THE DISTRICT OF COLUIBIA

UNITED STATES OF AMERICA,
Department of Justice,
Washington, D.C. 20530;

Plaintiff
Ve , Civil No; 822-70

BRISTOL-MYERS COMPANY,
1155 15th Street, N.W.,
Washington, D.C. 20005;

BEECHAM GROUP LIMITED,
" Beecham House,
Great West Road
Brentford, Middiesex, Flled: March 19, 1970

England; and

BEECHAM INC., '
65 Industrial South, L
Clifton, New Jersey 07012; JURY TRIaL DEMeiicai

Defendants,

COMPLAINT FOR DECLARATORY AND
INJUNCTIVE RELIEF AND FOR DAMAGES

The United States of America, plaintiff, brings
this civil acfion under Section 4 of the Sherman Act
(15 U.S.C. § 4), in order to prevent end restrain
the defendants from violating Sections 1 and 2 of
the Sherman Act (15 U.S.C. §§ 1 and 2), and to
secure anclllary declaratory relief; and under
Section 4A of the Clayton Act (15 U,S.C. § 15a), in
order to recover damagés suffered by plaintiff as a

result of sald violations; and alleges:

1. THE DEFENDANTS

1., The defendant Bristol-Myers Coméany (here~
after referred to as ”Brisfdl“) is a Delaware
corporation, with its principal office at 630 Fifth
Avenue, New York, New York 10020, Bristol is



extensively engaged 1n the mcuufacture and sale of
pharmaceutical and other products, In 1968 Bristol
had total sales of approximately $83 million and
total assets of approximately §52 million,

2, The defendant Beecham Group Limited i3 a

corporation of Great Britain, with 1ts principal

Iiiddlesex, England., It is extensively‘engagéd in

the maomufacture end sale, emong other things, of
gemisynthetic penleillins (hereafter dofined), For
the fiscal year cnded March 31, 1969, it had total
cales of approximately $320 million; its total

aossets as of such date were epproximately $320 million,

3. The defendant Beecham Inc,, a New Jersey
corporation, is a 90% owned subsidiary of Beecham
Group Limited, with its principal office locatéd at
65 Industrial South, Clifton, New Jersey 07012,

Beecham Inc, was incorporated in 1967,vas the corporate
successor to Beecham Préducts Inc, (then a wholly
owned New Jérsey subgidiary of Beecham Group Limited),
Beecham Inc, 18 extensively engaged In the manufacture
of semisynthetic penicillins (hereafter defined)., It
operctes a $5 million facility at Piscataway, New
Jersey, for this purpose and 1s piresently doubling

its menufacturing capacity. For the fiscal year ended
March 31, 1959, Becchem Inc, had total sales of epproxi-
mately $77 million; 1ts total assets as of such date
were approximately $46 million,

4, Prior to April 1, 19264, Beechecm Research
aboratories Limited was a corporation of Great Britala
wholly ocwned by Beecham Group Limited and primsrily
engaged in research and development of new products, On

2



April 1, 1964, the principal assets of Beecham
Research Laboratories Limited were transferred to
Beecham Group Limited and 1its major busineés oper=-
atlons were assumed by the Beecham Research
Laboratories Branch of the Pharmaceutical Division
of Beecham Group Limited, Beecham Group Limited,
Beecham Research Laboratories Limited, Beecham
Products Inc., and Beecham Inc, are hereafter
referred to, whether individually or collectively,

as '"Beecham,' unless it 1s otherwise specifically

indicated.

11, JURISDICTION AND VENUE

5. Bristol transacts business and 1s found
within the Distriét of Columbia,

6. Beecham Group Limited does not reside in
the United States, It 1s the owner of U.S. Patent
No. 2,985,648, which is involved in this proceeding,
Beecham has not designated in the Patent Office any
person residing in the United States on whom may be
served pfocess or notice of proceedings affecting
such patent or rights thereunder. This is a pro-
ceeding affecting such patent and rights thereunder.
Pursuant to 35 U.S.C. § 293, this Court has juris-
dictlon to teke any action respecting such patent
and rights thereunder; in the same manner as if

Beecham were pefsonally within the jurisdiction of

the Court,

ITII, DEFINITIONS

7. As used in thils Complaint:
(a) '"'Natural ﬁenicillin" means any peni-
¢illin which is produced entirely by fermentation

processes (with or without precursors);
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(b) ”"Seelsynthetic penfcillin” ceans zny
penicillin which {2 preduced other than ratirely
by fermentation processes (with or without
precursors);

(c) “Amyicfllln” {5 the peneric nawe for
sad woans the gemigynthetiec penieillin koown by
the chexical name "D-(~—)-alpha-asninobensylpenieillia’

(d) TAmplcillin trihydrate"” wmezns the forwg of
aupicillin in which each aspleillin =olecule s
cheaically boued to thres ~olecunles of watar;

(e) “Tthe ampicillin patent” weany U.>. Patent
tlo, 2,%85,648, with an effective filing date of
Qetober €, 1958, izsued to Beecham, =ay 23, 191 --
clatming awpicillin a2as a composition of wmatter; ‘

(£) "The ampicillin tribydrate patent” weans
©,5, ratent Ko, 3,157,640, with {iling date of -
Mapch 21, 1963, issued to Bristel, Hovcmhcr_l?, 1964
clalaing aspicillin trihydrate as a compogition of
vatter,

(z) "bLosage form"” means pills, tablets, capsules,
vials, ampuler, and other forme of packazing pharma-
ceutical products for use by or sdminfztration to the
ultiwate humen or anixal coonguser thereoi; “dosage
fors" is synonoiwous Qichm”coﬁsnmer package form,”
“pharmaceutical packsge form," and “pharsaceutical
specialicy form";

{n) "Bulk forz" asang the form in shlch
pnarmaceutical producis ate manufsctured, prior te

the packaging thereof into dosaze foxm,

1V, HATU&L OF TeACk ANDS COMMEZCE

2. Seuisyuthetic penicilling z2re antibiotic agzents

yesee v the breatwent of baccerial alzeasges, 1he



semisynthetle penicillin empicillin possesses distinc-
tive bilologlcal and chemleal properties which, in
certain circumstonces, makes it a more effective end
safe antlbacterial egent then natural penicilling or
other zatibilotics cuch as tetracyelina, The usefulness
of ccumerelally significent natural penicilling, Hir
exaﬁple, is limited to the treatment of diseases caused
by so-called "gram-positive' bacterla, Ampicillin,
however, 18 useful against both gram-positive and so-
called "grom-negative" bacteria, giving rise to its
charscterlzation as a "wilide-gpectrum" antibacterial
agent, Althocugh other wide-gpectrum antibacterial
agents (e.g., tetracycline end éhlor&mphenicol) are in
use, ampilcillin is, in many circumstances, prescribed
in prefercmce to them because it generally is consider-
ably less toxlc and less productive of side-effects and
because it 18 bectericidal (i,e., kills bacteria)
instead of merelybacteriostatic(i,e.,, inhibits the
growth of bacteria).

9, 1In 1968 Bristol, Beeéham end thelr licensees
had world-wide sales of semisynthetic penicillins
emounting to approximately $170 million, In 1968
Bristol, Beecham, end thelr licensees had total sales
in the United States of semisynthetic penicillins
cmounting to approximately $85 million, alcost all of
which was in various forms of ampicillin., Such sales
of amplcillin in the Unlted States by ccmpany and

tradenane wore approximately es follows:

Company Trade Name 1968 Sdles
Bristol Polycillin $52,2 million
AMHO (Ayerst Divisiocn) Penbritin 14,0 million
AHHO aWyeth Division) Omaipen 10,0 million

Parke, Davis Amcill 3.4 million
Squibh Principen 3.3 million

5



Bristol, Beccham, and 1ts llcensees had total sales
in the United States of approximately $1.5 million
for dicloxocillin and oxaecillin, two other semi-
synthetie penicillins, There are at least six* other
known scamlgynthetle penicilling, presently of lesser
commercial significance: cloxacillin, mzthicillin,
phenethicillin, propicillin, nofcillin, cnd heteacillin,
The United States Government purcheses Lpproximﬂteiy
$6 million of ampicillin and other semisynthetic
penicillins annually and it subsidizes the purchase of
substantial edditional quantitles through various aid
end grant programs,

10, A substantial portion of the foregolng sales
of ampicillin and other semisynthetic penicillin
producté were made to persons located in states other

than the states or countries in which such products

were menufactured,

V. BACHKGROUND

11, On February 2, 1961, Beecham filed its
application for the ampicillin patent, The ampicillin
patent 1ssued to Beecham on Mhy 23, 1961, after Beecham
and Bristol procured it by committing various fraudu-
lent acts and inequitable impositions upon the Patent
Office, as alleged below in greater detail in
paragraph 16,

12, On March 21, 1963, Bristol filed its appli-
cation for the aﬁbicillin trihydrate patent, By that
date, however, (a) the manufacture of ampicillin
trihydrate had been disclosced more then one year prior
thereto, in the ampicillin patent; and (b) the state
of the penicillin art was such that it was obvious to
produce ampiciliin In the trihydrate form,
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13, The dafendrnts cwn or have the right teo
license varlous other patents and unpatented

technology related to semisgynthetic penlcillins,

VI. VIOLATIONS CHARGED .

14, Beginning at least as early as 1959, and
continuicg thereafter up to and including the date
of filing of this Complaint, the defendants have,
in violation of §§ 1 and 2 of the Sherman Act,
engaged in a combination and conspiracy in unreason-~
able restraint of the aforesaid trade and commerce
in empicillin and other semisynthetic penicillins;
have entered Into and maintained in effect contracts
in unreasonable restraint of such trade and commarce;
have combined and conspired to monopolize such trade
.and commerce; and have monopolized the aforesaid
trade and commerce in empicillin, |

15. Said violations have consisted of a continuing
agreement, understanding, concert of action, and course
of dealing smong defendants to lessen competition in,
exclude competitors from, and control entry into the
manufacture and sale of ampicillin and other semi-
synthetic penicillins, and to secure power over the
price of gsaild products, bf doing, among other things,
the following:

(a) Freaudulently procuring and enforcing
the ampicillin patent;
(b) Restraiqing and preventing the sale
of semlsynthetic penicillins in bulk form; and
(c) Restraining and preventing the sale
of semisynthetic penicillins under other than
specified trade names,
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In furtherance énd pursuznce of the aforesaid
violatlons, the defendants did, among other thilngs
the acts alleged below in paragraphs 16 through 20,

16, During the pendency before the Patent
0ffice of Beecham's application for the ampicillin
patent, defendants, In order to procure sald patent,
committed fraudulent and Inequitable impositions
upon the Office, by doing, emong other things, the
following:

(a) Failing to bring é reference to the
attention of the patent examinér, despite
defendsnts' knowledge and belief that such
reference constituted a closer reference to
the claimed invention than the prior art being
considered by the examilner;

(b) Delaying the publication of an article

that explained the significance of such reference,

until after the issuance of the ampicillin patent

by the Office; and

(c) Reporting in a deceptive and misleading

manner the results of experiments conducted upon

request of the examiner, by filing with the 0ifice

false, deceptive, and misleading affidavits

relating to such experiments,

17, After the ampicillin patent issued, defendants,

knowing full well that said patent had been fraudulently

procured and was invalid, used said patent to restrain,
prevent, and suppress competition in the sale and
distribution of ampicillin by, emong other things:
(a) Collecting substantial sums of money as

royalties under license and sublicense agreements

based upon such spurious patent; and
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(b) Instituting a patent Infringement
sult under sald fraudulently procured and known
Invalid patent,

18, Beecham and Bristol entered into an agree-
ment dated April 2, 1959, Pursuant to such agreement
Beecham licensed Bristol, with the right to sublicense,
undar all of Beecham's existing United States semi-
synthetic penicillin patents and future such patents
for which aPplicationé were filéd within the next two
years; and agreed to disclose related know-how to
Bristol during such period, Beecham and Bristol
further.égreed that in the Unlted States Beecham would
be limited to selling semisynthetic penicillins solely
in dosage form under its own trademarks, and that
Beécham would not license other persons to sell semi-
synthetic penicillins in any form in the United States,
Bristol agreed to assign to Beecham all of Bristol's
present and future United States and foreign semi=~
synthetic penicillin patents and know-how for two
years following the date of execution of the agrecment,

19. Beecham and Bristol entered into sgeveral
agreements dated January 1, 1967, pursuant to which,
among other thilngs: |

(a) Bristol licensed Beecham under the
ampicillin trihydrate patent, to sell such
product only in dosage form under Beecham
trademarks; and -

(b) Beecham and Bristol cross-licensed one
another to practice semisynthetilc penicillin
patents granted since 1961 in the United States
and‘Canada, with the mutual restriction that
each would sell the licensed products only in
dosage form under 1ts own trademarks,

9



20, Defendants have entered into agreements
with other drug companies pértaining to the licensing
of patents and technology relating to empicillin and
other semisynthetic penilcillins, ccntaining, a?ong
other restrictive provisions prchibitions agafnat
sales in bulk form or under other than a specified

trademark,

Vi, EFFECTS

21, The efifects of the aforesaid violations have
been, are, and will be, among others:

(a) To secure to the defendants the porer
to exclude competitors from . the manufacture cnd
sale of ampicillin, and to confer upon the.
defendants power over the price of ampicilling

(b) To maintain high, arbitrary, and non-
competitive prices for ampicillin;

(c) To secure to the defendants the
dominant share of sales in the United States
of ampicillin;

(d) To prevent, restraln, lessen, and
eliminate actual and potential competition in
the manufacture and sale of ampicillin and
other semisynthetic penicillins, among defendants

- and between them and third parties; |

(e) To preVent defendants from competing
with one another and third persons in the sale
in bulk form of empicillin and other semisynthetie
penicillins; and to prevent third persons from
obtaining zmpicillin and other semlsynthetic
penicillins in bulk form and thereafter packaging
and reselling such goods to consumers;
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(£) Teo prevent daféndsnta and cthelr
liconnoes from selling asplcilliin and other
senfoyathatie penfeilling, without labels,
goenzieally, or under {adeopendent labels or
teode mamagy

(8) To provent thivd persons frou
ebtuining ewpieillin and other semlsynthoerice
ponieilling, packaged for them witheut labels,
genorieally, or under independent labels ox
trade nomes, and thereafter resalliﬁg guch
goeuds to consunscrs; and

(h) To depriva the public, and in particular
ccusumexrs OofF drugs, of the benefitns of free and
opca cospatition in the mauufaciure and sale of

ampicillin and other semisynthetic penicillins,

111, DAHACES CLAIMED

22, As & result of the aforesaid Sherman Act
violations by the defendaonts, the plaintiff has been
frjured and flrancially damaged in that:

(a) 1t has pald and 1eg paying substantially
higher prices for {ts purchases of awpicillin
than it would have pai{d, but fer such violatiors:

(b) 1t has expendsd and {5 expendlung
substantially greater sums of money under varicus
domestic and forefgn ald progrsas (pursuant to
whlch the plalatiff provides all or part of the
funds for the purchnce of auplicillin) than it
would hove expended, but for such vielatious.

The exact awount of such damages {g presently undeter-

mined,
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PRAYER
WHEREFORE, the plaintiff prays:

1, That the Court adjudge and decree that
defendents have violated Sections 1 and 2 of the
Sherman Act, by engaging in a combinatien and con-
splracy 1In unreasonable restralnt of trade and
commcirce In ampleillin and other semisynthetic
penicilling; by entering into and maintaining In
effact contrects in unreascnable restraint of such
trade and commercej by combining and consplring to
monopollize such trade and commerce; and by
monopolizing trade and commerce in ampicillin,

2, That the Court adjudge and decree that
defendants have fraudulently procured and fraudu=-
lently enfdrced the ampicillin patent, and that
it cancel such patent,

3. That the Court declare invalid the ampicillin
patent and the ampicillin trihydrate patent, and per-
manently enjoin defendants from purporting to assert
any rights thereunder,

4, That the Court order each defendant to mske
avallable to all applicants therefor, for inspection
and copying without charge or royalty therefor, all
technical data (including FDA drug application
materials) in the possession, custody, or control of
sald defendant, relating in any way to the manufacture,
use, sale, or chemical or biological characteristics
of empicillin,

5, That the Court crder each defendont to grant
to all applicants therefor fe&sonable-royalty licenses
upon reasonable terms, on all United States pctents
(other than those declared Invalid pursuant to
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paragr.ph 1 of this Prayer) relati-g to sny
genigynthetie penfcillin and oo all semisynthetic
penicillin technology which such defendant h.is the

richt te liceneen,

6, That the Court perma-ently ernjoln sach
defendant frow eanteriag into dr pgintainlng in
effect any contract, agregw:ot, understandiag,
or c¢ombinaticn, relatiag te any pharsaceutical
prudg;t, £ purpose uf effect o which 18 to
restrain. any party thereto i- any of rhe¢ [ollowing
Zays.

(a) 7o prohibit it from selling such
product in tulk form;

() To prohibit it from sellfsg guch
product zenerically, without label, or under

thes label or trade name of fts free choice.

7. That the Court order esch defendant to

a2ll in bulk form te all applicants therefer, on
reasorable tryms, a=plicillin and any other semi-

synthetic penlcillin which such defendant manufactures

or has wasufactured or it by another parszon.

8. Thzt the Court det:rwmine and order defendants
te pay plaintiff ite damapes resulting from the

aforzsaid viclat ons.

7. That the plaintiff huve su h cther and
further relfef that thoe nature eof the case eay

requlire aad the Court may dees Just and proper.



10. That the plaintiff recover the costs of

this suilt,

R I N SR CHETA A AR ) WICYARD H, STERN, -
Attornay Goneral,

90HA D W. MCLAREN, JANES H. WALTACE, JR,,
Agsistant Attornev General,

BADDIA J. RASHID, VEiLLYAM B, BOHLING,
Attorneys, Depariment
of Justice, Antitrust
Division, Washington,
D.C. 20530,
202/737-8200, Ext., 2536

ROBERT B. HUMMEL,
Attorneys,
Department of Justice

THCMAS A, LLARRERY,
United States Attorney





