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UNITED STATESOF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS: Robert Pitofsky, Chairman
Mary L. Azcuenaga
Janet D. Steiger
Roscoe B. Starek, I11
Christine A. Varney

In the M atter of

Ciba-Geigy Limited,
a corporation,

Ciba-Geigy Corporation,
a corporation,

Chiron Corporation,

a corporation, Docket No. C-3725

Sandoz Ltd.,
a corporation,

DECISION AND
ORDER

Sandoz Cor poration,
acorporation, and

NovartisAG,
a corporation.
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The Federal Trade Commission having initiated an investigation of the proposed merger
between respondent Ciba-Geigy Limited, including its wholly-owned subsidiary Ciba-Geigy
Corporation, and respondent Sandoz Ltd., including its wholly-owned subsidiary, Sandoz
Corporation, into respondent Novartis AG, and respondents having been furnished thereafter with
acopy of adraft of complaint that the Bureau of Competition presented to the Commission for its



consideration and which, if issued by the Commission, would charge respondents with violations
of Section 7 of the Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the Federal Trade
Commission Act, as amended, 15 U.S.C. § 45; and

The respondents, their attorneys, and counsel for the Commission having thereafter
executed an agreement containing a consent order, an admission by respondents of all the
jurisdictional facts set forth in the aforesaid draft of the complaint, a statement that the signing of
said agreement is for settlement purposes only and does not constitute an admission by
respondents that the law has been violated as alleged in such complaint, and waivers and other
provisions as required by the Commission's Rules; and

The Commission having thereafter considered the matter and having determined that it had
reason to believe that respondents have violated the said Acts, and that a complaint should issue
stating its charges in that respect, and having thereupon accepted the executed consent agreement
and placed such agreement on the public record for a period of sixty (60) days, now in further
conformity with the procedure prescribed in 8 2.34 of its Rules, the Commission hereby issuesits
Complaint, makes the following jurisdictiona findings and enters the following Order:

1. Respondent Ciba-Geigy Limited is a corporation organized, existing and doing
business under and by virtue of the laws of Switzerland with its office and principa place of
business located at Klybeckstrasse 141, CH-4002 Basel, Switzerland.

2. Respondent Ciba-Geigy Corporation, a wholly-owned subsidiary of Ciba-Geigy
Limited, is a corporation organized, existing, and doing business under and by virtue of the laws
of New Y ork with its office and principal place of business located at 520 White Plains Road,
Tarrytown, New York 10591.

3. Respondent Chiron Corporation, in whom Ciba-Geigy Limited, together with its
subsidiaries, is the largest shareholder, holding as of September 30, 1996, not solely as an
investment, approximately 46.5% of the Chiron capital stock, is a corporation organized, existing,
and doing business under and by virtue of the laws of Delaware with its office and principal place
of business located at 4560 Horton Street, Emeryville, California 94608.

4, Respondent Sandoz Ltd. is a corporation organized, existing and doing business
under and by virtue of the laws of Switzerland with its office and principa place of business
located at Lichtstrasse 35, CH-4002 Basel, Switzerland.

5. Respondent Sandoz Corporation, a wholly-owned subsidiary of Sandoz Ltd., isa
corporation organized, existing, and doing business under and by virtue of the laws of New Y ork
with its office and principal place of business located at 608 Fifth Avenue, New Y ork, New Y ork
10020.






G. “EPA” means the United States Environmental Protection Agency.

H. “FDA” means the Food and Drug Administration of the United States Department
of Health and Human Services.

l. “Respondents’ means Ciba, Sandoz, or Novartis, respectively, and in Paragraphs
IX.A., IX.B., IX.F,IX.G,X,XIV, XV, XVI, and XVII, Chiron, or any combination thereof.

J “Agricultural Chemica Active Ingredient” means a chemical that alone or in
combination with other chemicals imparts or demonstrates herbicidal, insecticidal, fungicidal, or
other pesticidal properties.

K. “Agricultural Chemical Formulation” means a formulation or pre-mix containing
one or more Agricultura Chemical Active Ingredients.

L. “Agricultural Chemical Acquirer” means the entity or entities to whom
Respondents shall divest either the Sandoz Corn Herbicide Business or the Sandoz Agricultural
Chemical Business required to be divested pursuant to this Order.

M. “Agricultural Chemical” means any corn herbicides and other herbicides,
insecticides, fungicides, and other pesticides devel oped, manufactured or sold by Sandoz in the
United States or Canada or developed by Sandoz outside the United States and Canada for
production or sale in the United States or Canada, other than products manufactured and sold by
the Sandoz Animal Health Business.

N. “Base Active Flea Ingredient” means any final or intermediate form of any
chemical, that alone or in combination with other chemicalsis registered or under development as
a Flea Control Product, including, but not limited to, M ethoprene.

O. "Core Data Package' means data and information required by regulatory
authorities in the United States and Canada to register Flea Control Products, Other Dallas
Products, and ingredients for both.

P. “Corn Herbicides’ means all Agricultural Chemical Active Ingredients and
Agricultural Chemical Formulations used, or suitable for use, on corn crops to control weeds,
including, but not limited to, Dimethenamid, Dicamba, and Pyridate.

Q. “Cost” means the manufacturer's average direct per unit cost of manufacturing
exclusive of any overhead expenses.

R. “Dicamba’ means technical concentrate of dicamba, chemical name 3,6-dichloro-
o-anisic acid, and salts of dicamba, e.g., dimethylamine, diglycolamine, potassium, sodium,
isopropylamine, DPL, and APM sdlts of dicamba, and any Agricultural Chemica Formulation
containing dicamba.









7. all contracts and agreements relating to formulating and packaging,
including, without limitation, all toll supply agreements,

8. al owned or leased facilities, equipment, real property and other assets
used in research, development, technical support, testing, or product registration in the
United States and Canada, including, but not limited to, the Gilroy Research Center, the
Palo Alto Research Center, the Greenville Field Station, and facilities at Des Plaines,
llinais;

9. all tangible and intangible assets associated with research and devel opment
projects, process improvement projects, production projects, and label extension projects;
and all registrations, submissions and approvals, Registration Data, supporting data and
documents, patents, patent applications, and other intellectual property relating to each
such project;

10. al owned or leased offices, distribution facilities, real property and other
assets used in sales or technical service of Sandoz Agricultural Chemicals, including, but
not limited to, offices and facilities located in Englewood, Colorado, Des Plaines, Illinois
and Palo Alto, Californig;

11. &l books, records and files, customer lists, customer records and files,
vendor lists, catalogs, sales promotion literature, advertising materials, research materials,
technical information, management information systems, software, inventions,
specifications, designs, drawings, processes and quality control data;

12.  dll interest in and to contracts and agreements with customers, joint
venturers, suppliers, sales representatives, distributors, agents, persona property lessors,
personal property lessees, licensors, licensees, consignors and consignees, and rights under
warranties and guarantees, express or implied; and

13.  rightsto make or sell Pyridate in the United States and Canada and to
make or sdll, or license others to make or sdll, in the United States and Canada,
Agricultura Chemica Formulations containing Pyridate.

CC. *“Sandoz Anima Health Business’ means the business units of Sandoz that are

engaged in the research, development, manufacture and production of Flea Control Products and
Other Dallas Products at the Sandoz facility in Dallas, Texas which products are distributed and
sold in the United States and Canada, excluding the Sandoz Agricultural Chemica Business, and
all assets, properties, business and goodwill, tangible and intangible, trademarks and trade names
used, in whole or in part, in the research, development, manufacture, and production of Flea
Control Products and Other Dallas Products at the Sandoz facility located in Dallas, Texas which
products are distributed and sold in the United States and Canada, including, but not limited to,
the following:



1. all machinery, fixtures, equipment, vehicles, transportation facilities,
furniture, tools and other tangible personal property;

2. al customer lists, vendor lists, catalogs, sales promotion literature,
advertising materials, research materials, technical information, management information
systems, software, inventions, trade secrets, intellectual property, patents, technology,
know-how, specifications, designs, drawings, processes and quality control data;

3. inventory and storage capacity;

4, al rights, titles and interests in and to owned or leased real property at the
Sandoz facility located at 12200 Denton Drive, Dallas, Texas, together with
appurtenances, licenses and permits,

5. all rights, titles and interests in and to the contracts entered into in the
ordinary course of business with customers (together with associated bid and performance
bonds), suppliers, sales representatives, distributors, agents, personal property lessors,
personal property lessees, licensors, licensees, consignors and consignees,

6. al rights, titles and interests in and to devel opment projects,
7. all rights under warranties and guarantees, express or implied,;
8. all books, records, and files;

9. all rights, titles and interests in registrations or other governmental
approvals for manufacture and sale of any Flea Control Products and Other Dallas
Products or research and development efforts for Flea Control Products and Other Dallas
Products; provided, however, Respondents shall retain rights of referral to the Core Data
Package for uses outside the United States and Canada;

10.  anon-exclusive license to develop, manufacture and sell any Flea Control
Products and Other Dallas Products, including research and development efforts for Flea
Control Products and Other Dallas Products, anywhere in the world under all foreign
patents, patent applications, and licenses, and to use all other intellectual property
(exclusive of any trademarks and trade names) located, generated, obtained, or used
anywhere in the world, including all trade secrets, test data, technology and know-how;
and

11.  all itemsof prepaid expense.

Notwithstanding the foregoing, Sandoz Animal Health Business shall exclude the production
facility located at Muttenz, Switzerland, operated by Sandoz to produce M ethoprene and other



materials, Flea Control Products and Other Dallas Products that are sold outside of the United
States and Canada, and assets that were part of Ciba prior to the Merger.

DD. "Sandoz Anima Health Business Acquirer” means the entity or entities to whom
Respondents shall divest the Sandoz Animal Health Business required to be divested pursuant to
this Order.

EE. “Sandoz Flea Control Products’ means all Flea Control Products that as of
November 22, 1996, are: (1) being manufactured, distributed and sold by Sandoz in the United
States and Canada; and (2) all projects in research and development by Sandoz in the United
States and Canada that relate to improving existing, or developing new, Flea Control Products or
Base Active Flea Ingredients therefor.

FF. “Strategic Plan” means a detailed plan that sets forth inter alia the means by
which the Sandoz Animal Health Business Acquirer will begin the manufacture and sale of
M ethoprene, including dates by which the Sandoz Animal Health Business Acquirer plans to have
received necessary governmental approvals to manufacture and sell Methoprene in the United
States and Canada.

GG. *“Anderson Patent” means US Patent Number 5,399,346 issued March 21, 1995,
and any pending divisionals, continuations, continuations in part, extensions or reissues of said
origina US patent application number 07/365,567.

HH. "Anderson Patent License" means a non-exclusive license obtained by any Person
under the Anderson Patent for any gene therapy product or process.

. “Anderson Patent Licensee” means a Person that obtains an Anderson Patent
License.

2. “Cytokine License” means, as to each Respondent, a non-exclusive license or
sublicense under such Respondent’ s Cytokine Patent Rights for use in any Cytokine Licensed
Product asfollows: (a) asto Respondent Chiron, with respect to IL-2, the right to use IL-2 sold
by Respondent Chiron in a Cytokine Licensed Product, or if Respondent Chiron ceases offering
IL-2 for sale, then the right to manufacture and use IL-2 in a Cytokine Licensed Product; and (b)
as to Respondent Novartis with respect to IL-3 and IL-6, the right to manufacture and use IL-3
and/or IL-6 in a Cytokine Licensed Product.

KK. “Cytokine Licensed Product” means any research protocol or commercia product
and/or service incorporating or to be used with cells that have been expanded, mobilized or
cultured ex vivo with IL-2, IL-3 and/or IL-6 proteins.

LL. "Cytokine Licensee" means each and every Person that requests and obtains a
Cytokine License.



MM. “Cytokine Patent Rights’ means with respect to each Respondent, all worldwide
patents and patent applications, issued or pending, which, as of the date this Order becomes final,
are owned or controlled by such Respondent or licensed by athird party to such Respondent with
the right to sublicense, which, in the case of Respondent Chiron, are directed to the manufacture,
use, or sale of IL-2 in Cytokine Licensed Products, and, in the case of Respondent Novartis, are
directed to the manufacture, use, or sale of IL-3 and/or IL-6 in Cytokine Licensed Products.
Additionaly, at the option of the Cytokine Licensee, the Cytokine Patent Rights shall also include
a cross-reference right to the licensing Respondent’ s respective drug regulatory files at the FDA
with respect to IL-2 in the case of Respondent Chiron, and with respect to IL-3 and/or IL-6 in the
case of Respondent Novartis.

NN. “Gene Therapy” means atherapeutic intervention in humans based on modification
of the genetic material of autologous, allogeneic, or xenogeneic living cells. Cells may be
modified ex vivo for subsequent administration or altered in vivo by gene therapy products given
directly to the patient.

0O0. "Gene Therapy License" means any and al of the HSV-tk License, Cytokine
License, Anderson Patent License, and Hemophilia License.

PP.  "Hemophilia License" means one (1) non-exclusive license under patents and/or
patent applications to which Sandoz held rights, as of October 1, 1996, to develop a gene therapy
product using the beta-domain deleted Factor V111 gene for the treatment of hemophilia,
including, at the option of RPR or the Subsequent Hemophilia Licensee, all technical information,
know-how or materials owned or controlled by Sandoz, as of the date on which this Order
becomes final, necessary for the development and manufacture of such product, including, but not
limited to, hemophilia gene therapy vectors.

QQ. "HSV-tk Gene Therapy” means the introduction of the HSV-tk gene into a patient
by in vivo and/or ex vivo transduction for the treatment of human disease.

RR. "HSV-tk License" means, asto each Respondent, the license or sublicense granted
to RPR or the HSV-tk Licensee under such Respondent’s HSV -tk Patent Rights, to make, use, or
sell an HSV-tk Licensed Product, including, at the option of RPR or the HSV -tk Licensee, the
right to sublicense in fields that are not being developed by RPR or the HSV -tk Licensee.

SS. "HSV-tk Licensee" means a pharmaceutical company, other than RPR, with the
demonstrated plan and ability to commercialize the HSV-tk Licensed Product, including vector
production facilities and clinical gene therapy experience.

TT. "HSV-tk Licensed Product” means an HSV-tk Gene Therapy product in
development or to be developed by RPR or the HSV -tk Licensee.

UU. "HSV-tk Patent Rights" means the following:
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IT ISFURTHER ORDERED that:

A. Respondents shall divest, absolutely and in good faith, as an ongoing business, the
Sandoz Corn Herbicide Business to BA SF pursuant to the agreement between Sandoz and BASF
dated as of September 26, 1996, no later than ten (10) days after the date on which this Order
becomesfinal; or, in the event that BA SF breaches that agreement, Respondents shall divest,
absolutely and in good faith, as an ongoing business, the Sandoz Corn Herbicide Business, at no
minimum price, within sixty (60) days of the date on which this Order becomes final, to an
Agricultural Chemica Acquirer that receives the prior approval of the Commission andin a
manner that receives the prior approval of the Commission, and shall also divest such additional
ancillary assets and businesses and effect such arrangements as are necessary to assure the
marketability and the independence, viability and competitiveness of the Sandoz Corn Herbicide
Business.

B. The purpose of the divestiture of the Sandoz Corn Herbicide Businessis to ensure
the continuation of the Sandoz Corn Herbicide Business as an ongoing, viable enterprise engaged
in the research, development, manufacture, distribution and sale of Corn Herbicides independent
of Ciba, Sandoz, and Novartis and able to compete with Ciba, Sandoz and Novartis and to
remedy the lessening of competition alleged in the Commission’s complaint.

C. Pending divestiture of the Sandoz Corn Herbicide Business, Respondents shall
take such actions as are necessary to maintain the viability and marketability of the Sandoz Corn
Herbicide Business and the Sandoz Agricultural Chemical Business and shall not cause or permit
the destruction, removal, wasting, deterioration, or impairment of the Sandoz Corn Herbicide
Business or of the Sandoz Agricultural Chemical Business, except in the ordinary course of
business and except for ordinary wear and tear.

[1.
IT ISFURTHER ORDERED that:

A. Respondents shall divest, absolutely and in good faith, as an ongoing business,
within the time periods specified in Paragraph [11.B. below, the Sandoz Animal Health Business.
Respondents shall also enter into, and fulfill the terms of, a Contract M anufacturing Agreement
(“CMA”), as specified in Paragraph V below, and effect such arrangements as are necessary to
assure the marketability, independence, viability and competitiveness of the Sandoz Animal Health
Business.

B. Respondents shall divest the Sandoz Animal Health Business to Central Garden

and Pet Company and/or its affiliates pursuant to the Asset Purchase Agreement dated as of
October 11, 1996, among Sandoz Ltd., Central Garden and Pet Company, and Centic Acquisition
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Corp., as amended to conform to the terms of this Order in a manner that receives the prior
approval of the Commission, within thirty (30) days of the date on which this Order becomes
final; or, Respondents shall divest the Sandoz Animal Health Business, at no minimum price,
within ninety (90) days of the date on which this Order becomes final, to a Sandoz Animal Health
Business Acquirer that receives the prior approval of the Commission and in a manner that
receives the prior approva of the Commission. The purpose of the divestiture of the Sandoz
Animal Health Businessis to ensure the continued use of the assets of the Sandoz Animal Health
Business in the same business in which the assets of the Sandoz Animal Health Business are
engaged at the time of the proposed divestiture and to remedy the lessening of competition from
the proposed merger of Ciba and Sandoz as aleged in the Commission's complaint.

C. Pending divestiture of the Sandoz Animal Health Business, Respondents shall take
such actions as are necessary to maintain the viability and marketability of the Sandoz Animal
Health Business and shall not cause or permit the destruction, removal, wasting, deterioration or
impairment of the Sandoz Animal Health Business, except in the ordinary course of business and
except for ordinary wear and tear. Respondents shall maintain research and development of all
current research and development projects at the levels planned by Sandoz for such projects as of
June 4, 1996.

D. The contract of divestiture shall provide that, at the option of Respondent
Novartis, the Sandoz Animal Health Business Acquirer shall enter into a transitional toll
manufacturing agreement of up to two year's duration to produce for Respondents products
currently produced at Dallas, but not subject to the divestiture pursuant to this Paragraph, for sale
by Respondents outside the United States and Canada, all at a price equal to the Sandoz Animal
Health Business Acquirer's Cost plus twenty percent (20%) mark-up.

V.
IT ISFURTHER ORDERED that:
Upon reasonable notice and request to Respondents from the Sandoz Animal Health
Business Acquirer, Respondents shall provide information, assistance and advice with respect to
the Sandoz Animal Health Business divested pursuant to this Order such that the Sandoz Animal

Health Business Acquirer or its designee will be capable of:

(1) manufacturing all products currently produced by the Sandoz Animal Health Business
divested pursuant to this Order; and

(2) manufacturing and/or obtaining al necessary ingredients, other than Methoprene, for
products of the Sandoz Animal Health Business divested pursuant to this Order,

in substantially the same manner and quality employed, achieved or planned by the Respondents
prior to divestiture. Such information, assistance and advice shall include reasonable consultation
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B. Respondents shall agree to package and deliver the M ethoprene manufactured
pursuant to the CMA in amanner and form and according to a schedule reasonably requested by
the Sandoz Animal Health Business Acquirer.

C. The CMA shall require that, for the first three years during which the CMA is
effective, the Sandoz Anima Health Business Acquirer shall compensate Respondents for all
M ethoprene supplied pursuant to the CMA at arate not to exceed Respondents’ Cost of
producing such Methoprene during the period from July 1, 1995, through June 30, 1996, which
Cost may be adjusted for demonstrated input expenditure increases as determined by the trustee
appointed pursuant to Paragraph V111 of this Order.

D. The contract of divestiture shall be submitted to and approved by the Commission
prior to the divestiture of the Sandoz Animal Health Business required by this Order.
Respondents’ application for approval of the divestiture pursuant to this Order shall include: (1)
a certification attesting to the good faith intention of the Sandoz Animal Health Business Acquirer
to obtain, or to cause its designee to obtain, in an expeditious manner all FDA, EPA and other
governmental approvals required in the United States and Canada to manufacture and sell
Methoprene; (2) a Strategic Plan to obtain al FDA, EPA and other governmental approvals
required in the United States and Canada to manufacture or have manufactured, and sell
Methoprene; and (3) aCMA pursuant to this Paragraph.

E. Respondents shall provide information, assistance, and advice to the Sandoz
Animal Health Business Acquirer, or its designee, to enable the Sandoz Anima Health Business
Acquirer, or its designee, to manufacture and sell Methoprene in the United States or Canada.
Respondents shall convey all know-how required to manufacture, sell and obtain all necessary
EPA, FDA and other government approvals to manufacture and sell Methoprene in the United
States or Canada. Such information, assistance and advice shall include reasonable consultation
with knowledgeable employees of Respondents and training at either or both the Sandoz Animal
Health Business Acquirer's facilities, or those of its designee, and the Respondents’ facilities for a
period of time sufficient to satisfy the Sandoz Animal Health Business Acquirer's management
that its personnel, or those of its designee, are appropriately trained in the manufacture of
Methoprene. Respondents shall continue to provide such information, assistance and advice until
the ninetieth (90th) day following the date on which the Sandoz Animal Health Business Acquirer,
or its designee, obtains EPA approval to manufacture and sell Methoprene.  Respondents may
charge the Sandoz Animal Health Business Acquirer at arate no greater than Respondents’ direct
cost for providing such technical assistance.

F. Respondents shall use best efforts to facilitate the Sandoz Animal Health Business

Acquirer’s ability to obtain adequate supplies of Methoprene starter material, chemical name S-
(3,7-Dimethyl-7-methoxy-1-octanal) from Takasago Iwata.
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VI.

IT ISFURTHER ORDERED that for a period of six (6) years from the date on which
the Sandoz Animal Health Businessis divested, Respondents shall not: (1) manufacture and sell,
or cause to be manufactured for sale, in the United States and Canada, M ethoprene to any entity
other than the Sandoz Animal Health Business Acquirer, or its designee; and (2) sell any products
that contain M ethoprene in the United States and Canada.

VII.

IT ISFURTHER ORDERED that for aperiod of six (6) years from the date this Order
is placed on the public record for comment, except as required to comply with the terms of this
Order, Respondents shall not provide, disclose or otherwise make available to any other Person or
to any employee of Novartis, any non-public information relating to any research and
development project ongoing as of March 1, 1996, at Sandoz to develop or improve any Base
Active Flea Ingredient or any Sandoz Flea Control Product, if said Person or employee did not
have knowledge of such non-public information as of March 1, 1996.

VIII.
IT ISFURTHER ORDERED that:

A. The Commission may appoint atrustee to ensure that Respondents and the Sandoz
Animal Health Business Acquirer expeditiously perform their responsibilities required under this
Order with respect to the Sandoz Animal Health Business. The trustee shall also ensure that the
provisions of the Agreement to Hold Separate between Respondents and the Commission, dated
November 26, 1996, are carried out in good faith. Respondents shall consent to the following
terms and conditions regarding the trustee's powers, duties, authority, and responsibilities:

1. The Commission shall select the trustee, subject to the consent of
Respondents, which consent shall not be unreasonably withheld. If Respondents have not
opposed, in writing, including the reasons for opposing, the selection of any proposed
trustee within ten (10) days after notice by the staff of the Commission to Respondents of
the identity of any proposed trustee, Respondents shall be deemed to have consented to
the selection of the proposed trustee.

2. The trustee shall have the power and authority to assure Respondents
compliance with the terms of this Order.

3. Within ten (10) days after appointment of the trustee, Respondents shall

execute atrust agreement that, subject to the prior approval of the Commission, transfers
to the trustee al rights and powers necessary to permit the trustee to assure Respondents
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3. RPR or the HSV-tk Licensee may sublicense, to any HSV-tk Sublicensee,
fields that are not being developed by RPR or said HSV -tk Licensee.

4. The purpose for the HSV-tk License is to ensure the continuation of HSV -
tk gene therapy research and development for an HSV -tk Gene Therapy product to be
approved by the FDA for sale in the United States and to remedy the lessening of
competition resulting from the Merger as aleged in the Commission’s complaint.

5. Pending licensing of the HSV -tk Patent Rights, each Respondent shall take
such action as is necessary to maintain the viability and marketability of the HSV-tk Patent
Rights and the HSV -tk Licensed Products, including, but not limited to, maintaining in the
ordinary course the research and development of HSV -tk products.

B. For the purpose of ensuring continuation of ex vivo gene therapy research and
development, and to ensure the availability of cytokines for Gene Therapy, and to remedy the
lessening of competition and research and development of Gene Therapy resulting from the
Merger as dleged in the Commission’s complaint, commencing within thirty (30) days of the date
this Order becomes final, Respondents shall perform the following obligations:

1. Respondent Novartis shall grant to each Person who so requests a
Cytokine License, in perpetuity and in good faith. In payment for such license,
Respondent Novartis shall receive aroyalty, or its equivalent, of no greater than three
percent (3%) of the Net Sales Price of Cytokine Licensed Products, paid from the date of
first commercia sale of royalty bearing products or services until atime no later than the
expiration of the last to expire patent. Respondent Novartis may also request certain non-
exclusive rights to obtain and use safety and efficacy data generated by said Cytokine
Licensee to support its own regulatory filings.

2. Respondent Chiron shall grant to each Person who so requests a Cytokine
License, in perpetuity and in good faith. In payment for such license, Respondent Chiron
shall receive aroyalty, or its equivaent, of no greater than three percent (3%) of the Net
Sales Price of Cytokine Licensed Products, paid from the date of first commercial sale of
royalty bearing products or services until atime no later than the expiration of the last to
expire patent; provided, however, that if Respondent Chiron’s grant of a Cytokine License
includes the right to manufacture, then Respondent Chiron shall receive aroyalty of no
greater than one percent (1%) above the royalty due from Respondent Chiron to al third
party IL-2 licensors of Respondent Chiron. Respondent Chiron may also request certain
non-exclusive rights to obtain and use safety and efficacy data generated by said Cytokine
Licensee to support its own regulatory filings.

3. In the event that royalties are to be paid by any such Cytokine Licensee
under a Cytokine License described in Subparagraphs 1 or 2 to a party who is not an
affiliate of such Cytokine Licensee for royalty bearing products or services, then the
royalties to be paid to Respondents shall be reduced by up to one-half of the negotiated
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royalty rate of said Cytokine License, but in no event shall any royalties under
Subparagraphs 1 and/or 2 be reduced by more than fifty percent (50%). These stacking
provisions shall also apply if a any time in the future it becomes scientifically
advantageous to combine IL-2, IL-3, and IL-6, or any combination thereof, into asingle
Cytokine Licensed Product so that the royalty payable to al Respondents shall be no more
than three percent (3%). However, if Respondent Chiron’s grant of a Cytokine License
includes the right to manufacture, this Subparagraph 1X.B.3. shall not apply to reduce the
Cytokine Licensee' s obligations to pay royalties owed to third party IL-2 licensors of
Chiron.

4, If a Person seeking a Cytokine License has patent rights and/or drug
regulatory files on Other Cytokines for use in ex vivo cell expansion, the licensing
Respondent may require equivalent cross licenses for such Other Cytokines from such
Person.

C. For the purpose of ensuring continuation of ex vivo gene therapy research and
development, and to ensure the availability of Anderson Patent Licenses, and to remedy the
lessening of competition in research and development of Gene Therapy resulting from the Merger
as aleged in the Commission’s complaint, commencing within thirty (30) days of the date this
Order becomes final, Respondent Novartis shall grant to each Person who requests an Anderson
Patent License a non-exclusive license or sub-license under any and all Anderson Patent Rights, in
perpetuity and in good faith, in the United States. In payment for such license, Respondent
Novartis shall be entitled to receive: (i) a one-time payment of Ten Thousand Dollars ($10,000)
and (ii) aroyalty based on the Net Sales Price of any gene therapy product covered by the
Anderson Patent Rights of no greater than one percent (1%) above the royalty due from
Respondent Novartis to the United States National Institutes of Health. Such royalty shall be
paid from the date of first commercia sale of royalty bearing products or servicesin the United
States, provided that the Anderson Patent is valid and enforceable, until the expiration of the last
to expire patent.

D. Respondent Novartis shall by no later than September 1, 1997, either (i) convert
its exclusive rights to the beta-domain deleted Factor V111 hemophilia gene from Genetics
Institute to a non-exclusive license; or (ii) grant a Hemophilia License to RPR in a manner that
has received prior Commission approval and in a manner consistent with the Letter of Intent dated
November 20, 1996 between RPR and Sandoz Ltd.; or (iii) grant a Hemophilia Licenseto a
Subsequent Hemophilia Licensee that receives the prior approval of the Commission and in a
manner that receives the prior approval of the Commission, a no minimum amount. In
consideration for the Hemophilia License, Respondent Novartis may request from RPR or the
Subsequent Hemophilia Licensee compensation in the form of royalties and/or an equivalent
cross-license. At the option of RPR or the Subsequent Hemophilia Licensee, Respondent
Novartis shall, in good faith, within one (1) year of the execution of the Hemophilia License
provide to RPR or the Subsequent Hemophilia Licensee, such technical information, know-how
or materials, owned or controlled by Genetic Therapy, Inc. as of the date on which this Order
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become final, necessary for the development of a gene therapy product using the beta-domain
deleted Factor V111 gene for the treatment of hemophilia.

E. Respondent Novartis shall not acquire from Ingenex, Inc. or the United States
Nationa Institutes of Health exclusive rights in intellectual property related to the gene sequence
for MDR-1 or MRP.

F. Respondents shall include in each license granted pursuant to this Paragraph a
provision that ensures Respondents have no access to any Licensee’s Net Sales Price information.
Respondents shall, in each license granted pursuant to this Paragraph, provide for:

1. The appointment of an independent auditor agreed upon among the
respective parties who shall: (a) enter into appropriate confidentiality agreements;
(b) have full and complete access to the pertinent personnel, books, records, technol ogical
information, or any other information as to which the auditor may reasonably require; and
(c) be authorized to collect, audit, aggregate and distribute the respective aggregated
royalties on an annual basis. Respondents shall notify the Commission of the appointment
of any independent auditor.

2. A binding arbitration clause to resolve any and all disputes regarding the
royalties or any other License terms. Respondents shall notify the Commission of the
institution of any arbitration.

G. There will be no limitations upon the rights of any Respondent or any licensee or
sublicensee hereunder to license or sublicense its own patents or patent applications to other third
parties. Nothing in this Order requires any Respondent to guarantee freedom of operation under
any third party patents not included within such Respondent’s HSV -tk Patent Rights, Cytokine
Patent Rights, Anderson Patent Rights or the patent rights subject to the Hemophilia License.

IT ISFURTHER ORDERED that:

A. If Respondent Novartis has not divested, absolutely and in good faith and with the
Commission's prior approval, the Sandoz Corn Herbicide Business within the time required by
Paragraph |1 of this Order, the Commission may appoint a trustee, or direct the trustee appointed
pursuant to Paragraph V111 of this Order, to divest the Sandoz Agricultural Chemical Business.

B. If Respondent Novartis has not divested, absolutely and in good faith and with the
Commission's prior approval, the Sandoz Anima Health Business within the time required by
Paragraph I11 of this Order, the Commission may appoint atrustee, or direct the trustee appointed
pursuant to Paragraph V111 of this Order, to divest the Sandoz Animal Health Business.
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9. The trustee shall make every reasonable effort to negotiate the most
favorable price and terms available in each contract submitted to the Commission, subject
to Respondents' absolute and unconditional obligation to divest a no minimum price. The
divestiture shall be made in the manner and to the Agricultural Chemical Acquirer as set
out in Paragraph 11 of this Order, or to the Animal Health Business Acquirer as set out in
Paragraph I11 of this Order, or to the acquirer of the HSV-tk Business as set out in
Paragraph X.C. of this Order, as applicable; provided, however, if the trustee receives
bona fide offers from more than one acquiring entity for the Sandoz Agricultural
Chemicals Business, or for the Sandoz Animal Health Business, or for the HSV -tk
Business, and if the Commission determines to approve more than one such acquiring
entity, the trustee shall divest to the acquiring entity or entities selected by Respondents
from among those approved by the Commission.

10.  Thetrustee shall serve, without bond or other security, at the cost and
expense of Respondents, on such reasonable and customary terms and conditions as the
Commission or a court may set. The trustee shall have the authority to employ, at the cost
and expense of Respondents, such consultants, accountants, attorneys, investment
bankers, business brokers, appraisers, and other representatives and assistants as are
necessary to carry out the trustee's duties and responsibilities. The trustee shall account
for al monies derived from the divestiture and all expenses incurred. After approva by
the Commission and, in the case of a court-appointed trustee, by the court, of the account
of the trustee, including fees for his or her services, al remaining monies shall be paid at
the direction of the Respondents, and the trustee's power shall be terminated. The
trustee's compensation shall be based at least in significant part on a commission
arrangement contingent on the trustee's divesting the Sandoz Agricultural Chemical
Business, the Sandoz Animal Health Business, or the HSV -tk Business, as applicable.

11.  Respondents shall indemnify the trustee and hold the trustee harmless
against any losses, claims, damages, liabilities, or expenses arising out of, or in connection
with, the performance of the trustee's duties, including all reasonable fees of counsel and
other expenses incurred in connection with the preparation for, or defense of any claim,
whether or not resulting in any liability, except to the extent that such liabilities, losses,
damages, clams, or expenses result from misfeasance, gross negligence, willful or wanton
acts, or bad faith by the trustee.

12. If the trustee ceases to act or failsto act diligently, a substitute trustee shall
be appointed in the same manner as provided in Paragraph V111 or this Paragraph of this
Order.

13. The Commission or, in the case of a court-appointed trustee, the court,
may on its own initiative or at the request of the trustee issue such additional Orders or
directions as may be necessary or appropriate to accomplish the divestiture required by
this Order.
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A. Acquire more than 5% of any stock, share capital, equity, or other interest in any
concern, corporate or non-corporate, engaged in at the time of such acquisition, or within the two
years preceding such acquisition, the research, development, manufacture, distribution or sale of
Flea Control Products or other products containing M ethoprene in the United States; or

B. Acquire any assets currently used, or used in the previous two years (and still
suitable for use for) for the research, development, manufacture, distribution or sale of Flea
Control Products or other products containing M ethoprene in the United States. Provided,
however, that this Paragraph X1 shall not apply to the acquisition of equipment, machinery,
supplies or facilities constructed, manufactured or developed by or for Respondents.

The prior notifications required by this Paragraph shall be given on the Notification and
Report Form set forth in the Appendix to Part 803 of Title 16 of the Code of Federal Regulations,
as amended, (hereinafter referred to as "the Notification™), and shall be prepared and transmitted
in accordance with the requirements of that part, except that no filing fee will be required for any
such notification, notification shall be filed with the Secretary of the Commission, notification
need not be made to the United States Department of Justice, and Notification is required only of
Respondents and not of any other party to the transaction. Respondents shall provide the
Notification to the Commission at least thirty (30) days prior to consummeating any such
transaction (hereinafter referred to as the "first waiting period"). If, within the first waiting
period, representatives of the Commission make a written request for additional information,
Respondents shall not consummeate the transaction until twenty (20) days after substantially
complying with such request for additional information. Early termination of the waiting periods
in this Paragraph may be requested and, where appropriate, granted by letter from the Bureau of
Competition. Notwithstanding, prior notification shall not be required by this Paragraph for a
transaction for which notification is required to be made, and has been made, pursuant to Section
7A of the Clayton Act, 15 U.S.C. § 18a

X1,

IT ISFURTHER ORDERED that, Respondent Ciba and/or Respondent Novartis shall
not, without prior notice to the Commission, directly or indirectly, through subsidiaries,
partnerships, or otherwise acquire common stock of Chiron such as to increase by more than one
percent (1%) or more the percentage of Chiron stock that Ciba owns as of the date this Order
becomes final, until the receipt by the Commission of a certification by RPR, the trustee, or
Respondents, that Respondents have complied with the requirements of Paragraphs IX.A. and
IX.D. of this Order; provided, however, in no event shall this provision apply later than five (5)
years from the date this Order becomes final.

The prior notifications required by this Paragraph X111 shall be given on the Notification
and Report Form set forth in the Appendix to Part 803 of Title 16 of the Code of Federal
Regulations, as amended, (hereinafter referred to as "the Notification™), and shall be prepared and
transmitted in accordance with the requirements of that part, except that no filing fee will be
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required for any such notification, notification shall be filed with the Secretary of the Commission,
notification need not be made to the United States Department of Justice, and Notification is
required only of Respondent Novartis and not of any other party to the transaction. Respondents
shall provide the Notification to the Commission at least thirty (30) days prior to consummating
any such transaction (hereinafter referred to as the "first waiting period"). If, within the first
waiting period, representatives of the Commission make a written request for additional
information, Respondent Novartis shall not consummate the transaction until twenty (20) days
after substantially complying with such request for additiona information. Early termination of
the waiting periods in this Paragraph may be requested and, where appropriate, granted by letter
from the Bureau of Competition. Notwithstanding, prior notification shall not be required by this
Paragraph for a transaction for which notification is required to be made, and has been made,
pursuant to Section 7A of the Clayton Act, 15 U.S.C. § 18a

XIV.
IT ISFURTHER ORDERED that:

A. Within sixty (60) days after the date this Order becomes final and every sixty (60)
days thereafter until Respondents have fully complied with the provisions of Paragraphsl, 11,
and IX.A. and IX.D. of this Order requiring, respectively, divestiture of the Sandoz Corn
Herbicide Business, divestiture of the Sandoz Animal Health Business, and granting of the HSV -
tk License, Respondent Novartis shall submit to the Commission verified written report(s)
(“Compliance Reports’) setting forth in detail the manner and form in which they intend to
comply, are complying, and have complied with Paragraphs |1 through IX of this Order. After
completing the divestitures required under Paragraphs 11, I11., the licensing required under
Paragraph IX.A, and the requirements of Paragraph 1X.D. of this Order, and until the termination
of the CMA required under Paragraph V of this Order, Respondent Novartis shall submit such
Compliance Reports every one hundred eighty (180) days beginning on the date of the divestiture
of the Sandoz Animal Health Business. Following termination of the CMA required under
Paragraph V of this Order, Respondent Novartis shall submit to the Commission annual
Compliance Reports on the anniversary of the date this Order became final, until and including the
tenth anniversary date of this Order. Respondents shall include in their Compliance Reports,
among other things that are required from time to time, a full description of the efforts being made
to comply with Paragraphs |1 through 1X of the Order, including a description of all substantive
contacts or negotiations for the divestiture or relating to the Gene Therapy License obligations.
Respondents shall include in their compliance reports copies of all written communications to and
from such parties, al interna memoranda, and all reports and recommendations concerning
divestiture.

B. One year (1) from the date this Order becomes final, annually for the next nine (9)

years on the anniversary of the date this Order becomes final, and at other times as the
Commission may require, Respondent Novartis shall file averified written report with the
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Commission setting forth in detail the manner and form in which they have complied and are
complying with Paragraphs X11 and X1I1 of this Order.
XV.

IT ISFURTHER ORDERED that Respondents shall notify the Commission at least
thirty (30) days prior to any proposed change in the corporate Respondents such as dissolution,
assignment, sale resulting in the emergence of a successor corporation, or the creation or
dissolution of subsidiaries or any other change in the corporation that may affect compliance
obligations arising out of this Order.

XVI.

IT ISFURTHER ORDERED that, for the purpose of determining or securing
compliance with this Order, upon written request, Respondents shall permit any duly authorized
representative of the Commission:

A. Access, during office hours and in the presence of counsdl, to inspect and copy all
books, ledgers, accounts, correspondence, memoranda and other records and documents in the
possession or under the control of Respondents relating to any matters contained in this Order;

and

B. Upon five days notice to Respondents and without restraint or interference from
them, to interview officers, directors, or employees of Respondents.

XVII.

IT ISFURTHER ORDERED that this Order shall terminate on March 24, 2007.

By the Commission.

Dondd S. Clark
Secretary

ISSUED: March 24, 1997

[Electronic copy of Agreement to Hold Separate not enclosed here.]
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STATEMENT OF COWM SSI ONER MARY L. AZCUENAGA,
CONCURRI NG | N PART AND DI SSENTI NG | N PART,
in Qba-Ceigy Limted , Docket G 3725

The order in this matter seeks to renedy the all eged
anti conpetitive effects of the merger of G ba-CGeigy Limted and
Sandoz Ltd. in several product nmarkets, corn herbicides, flea
control products, and various gene therapy markets. | concur in
the requirenents of the order that the nerged firm Novartis,
di vest the corn herbicide business and the flea control product
busi ness that belonged to Sandoz. | do not concur with the order
in the gene theraFy mar kets, in which the Comm ssion has bypassed
t he obvious, sinple and effective remedy of divestiture in favor
of a conplex regulatory concoction that promses to be | ess
effective and nore costly.

A ven the allegations of the conplaint, the obvious renedy
in the gene therapy narkets is to require the divestiture of the
gene therapy business of either G ba-CGeigy or Sandoz. A
divestiture of GIl ! or of Gba-CGeigy's interest in Chiron 2 would
elimnate the alleged anticonpetitive overlaps in the gene
therapy markets 2 and preserve the conpetition that existed before
the nerger. It is a renedy that woul d be sinple, conplete, and
easily reviewable. Normally, divestiture would be the rened% of
choi ce, and no persuasive reason for a different renedy has been
presented in this case.

The order of the Conm ssion instead inposes |icensing
requi renents that do not necessarily preserve the conpetition
that existed before the nerger. The only explanation offered for
preferring licensing over an asset divestiture is the assertion
In the Analysis To Ald Public Comrent that a divestiture "m ght
create a substantial disruption in the parties' research and

! Sandoz participated in the gene therapy narket through its
whol | y-owned subsi diary Gene Therapy, Inc. (GIl), a corporation
headquartered in Maryland that Sandoz acquired I n 1995.

2 O ba-Ceigy participated in the gene therapy market through
Chiron Corporation, a conpany headquartered in California, in
whi ch G ba-CGeigy acquired a 46.5%interest in 1994, Chiron
acquired Viagene, Inc., a US. gene therapy firm in 1995.

® See Conplaint Y9 31.d through g.
1









opposi ng governnent price controls, which makes this part of the
order particularly nystifying.

The conpul sory |icensing requirenent applies to the so-
called ex vivo or Anderson patent. ' The ex vivo patent, issued
in 1995, is owned bY the National Institutes of Health (NNH and
| i censed by NIH exclusively to Sandoz. To conmercialize a gene
t her apy product, a researcher would need either a |icense from
Sandoz under the ex vivo patent or a different node of
transduction.

The requirenent to license the ex vivo patent does not

follow, as in the usual case, fromownership by the merger

partner of conpeting technology. There is no substitute for the
ex vivo patent, and Sandoz is the exclusive |icensee under the

atent. The question, then, is what |inks the conpul sory

icensing requirement to the violation alleged in the conplaint.
One possibility is that the conpul sory |icensing requirenent
reflects a judgnent that the ex vivo patent is excessively broad.

The conplaint alleges that the nmerger will "conbin[e] portfolios
of patents and patent applications of uncertain breadth and
validity." This is a curious allegation for a conplaint under

Section 7 of the Aayton Act and one that is not expl ai ned.
Antitrust can provide the basis for challenging the use or

conbi nation of patents in sone circunstances, but patent |aw, not
antitrust law, customarily applies to assess the breadth and
validity of patents. As far as | amaware, we have neither

st andards nor evi dence b% whi ch we m ght conclude that the
breadth or validity of the ex vivo patent provides a basis for
[iability under Section 7 of the A ayton Act.

e authority has identified the ex vivo patent as a " br oad"
patent that "cover[s] enornous areas of technol ogy" and suggested
that conpul sory |icensing woul d encourage followon invention in
the field. ¥ CQhers maintain that broad patent protection for
inventions i s necessary to encourage groundbreaki ng research and
di scl osure and that conpul sory |icensing woul d harmthose
incentives. These are Inportant public policy issues, but they

® Oder fI1XC As | understand it, the two nodes of _
delivery (called "transduction") for gene therapies are ex Vvivo

and in vivo. Ex vivo delivery involves renoving, nodifying and
replacing the patient's cells and has been used in the majority
of gene therapy trials. In vivo delivery involves delivery of
genetic material directly into the patient.

" The need to invent around existing patents can be a
significant incentive for invention. To the extent that the
conpul sory licensing required by the order may reduce this
incentive, it may reduce the research and devel oprnent of
alternative nmeans of transduction for gene therapy.

8 John Barton, Qobal Hearings Tr. 3409 (Nov. 29, 1995)
(suggesting at Tr. 3415 that conpul sory licensing for follow on
investors is "an anathema in the United States"),; see FTC Staff
Report, "Anticipating the 21st Century: Conpetition Policy in
the New H gh-Tech, d obal Marketplace," Ch. 8, at 13-14 (May

1996) .






private industry as an incentive for industry to make the
significant investments to bring a product to market. 2

A divestiture of the gene therapy business of either G ba-
Ceigy or Sandoz woul d resolve the all eged anticonpetitive overlap
in all the gene therap% markets. It would preserve the
conpetition in research and devel opnent that existed before the
merger, w thout conpul sory |icensing under order, wthout the
mandati ng by the Conm ssion of "reasonabl e" fees, and w t hout
creating possible disincentives for innovative research.

| dissent fromthe order in the gene therapy mnarkets.

% 35 USC 8§ 200-211; 15 U S C 8§ 3701-3714. See
Ei senberg, "Synposium A Technol ogy Policy Perspective on the
NlH Gene Patenting Controversy,” 55 U Pitt. L. Rev. 633 (1994).
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