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a corporation.
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The Federal Trade Comm ssion having initiated an
investigation of the proposed acquisition by Respondent of |nmmuno
Internati onal AG and the Respondent havi ng been furnished
thereafter with a copy of a draft of Conplaint that the Bureau of
Conpetition presented to the Commssion for its consideration and
which, if issued by the Comm ssion, would charge respondent wth
violations of Section 7 of the dayton Act, as anended, 15 U S. C
8§ 18, and Section 5 of the Federal Trade Comm ssion Act, as
amended, 15 U.S.C § 45; and

Respondent, its attorneys, and counsel for the Conm ssion
havi ng thereafter executed an Agreenent containing a Consent
O der, an adm ssion by respondent of all the jurisdictional facts
set forth in the aforesaid draft of Conplaint, a statenent that
the signing of said Agreenent is for settlenment purposes only and
does not constitute an adm ssion by respondent that the | aw has
been violated as alleged in such Conplaint, or that the facts as
alleged in such conplaint, other than jurisdictional facts, are
true and wai vers and other provisions as required by the
Comm ssion’s Rules; and

The Comm ssion having thereafter considered the natter and
having determned that it had reason to believe that the



respondent has violated the said Acts, and that a Conpl ai nt
shoul d issue stating its charges in that respect, and havi ng

t hereupon accepted the executed Consent Agreenent and pl aced such
Agreenent on the public record for a period of sixty (60) days,
now in further conformty with the procedure described in 8§ 2.34
of its Rules, the Comm ssion hereby issues its Conpl ai nt, nakes
the followng jurisdictional findings and enters the foll ow ng

O der:

1. Respondent Baxter International Inc. (“Baxter”) is a
corporation organi zed, existing and doi ng busi ness under and by
virtue of the laws of the state of Delaware, with its office and
princi pal place of business |ocated at One Baxter Parkway,
Deerfield, Illinois 60015.

2. The Federal Trade Comm ssion has jurisdiction of the
subject matter of this proceeding and of the respondent, and the
proceeding is in the public interest.

ORDER
l.

| T 1S ORDERED that, as used in this order, the follow ng
definitions shall apply:

A “Respondent” or “Baxter” neans Baxter |nternational
Inc., its predecessors, subsidiaries, divisions, groups and
affiliates controlled by Baxter International Inc., and their
respective directors, officers, enployees, agents and
representatives, and their respective successors and assi gns.
Baxter al so includes Immuno I nternational AG

B. “I mmuno” nmeans Immuno International AG a corporation
organi zed, existing and doi ng busi ness under and by virtue of the
laws of Switzerland, with its principal place of business |ocated
at Zollikerstrasse 60, CH 8702, Zollikon, Swtzerland.

C “Comm ssion” neans the Federal Trade Conm ssi on.

D. “FDA” neans the United States Food and Drug
Adm ni strati on.

E “Acqui sition” neans the acquisition by Baxter of the
maj ority of Immuno voting stock.



F. “Factor M I Inhibitor Treatnments” neans the activated
pr ot hronbi n conpl ex concentrates used to treat Factor M|
anti bodi es i n henophiliacs, approved by the FDA for sale in the
United States.

G “Aut opl ex” neans the Factor M| Inhibitor Treatnents
mar ket ed by Baxter.

H “FEI BA” neans the Factor V11 Inhibitor Treatnents
mar ket ed by | muno.

l . “Aut opl ex Assets” neans all of Baxter’s assets and
rights relating solely to the research, devel opnent, nmanufacture
or sale of Factor VIII Inhibitor Treatments sold under the trade
names Autoplex or Autoplex T, including all arrangenents
necessary to neet the requirenents of Paragraph Il1.A of this
order. “Autoplex Assets” include, but are not limted to, al
machi nery, fixtures, equipnment and ot her tangi bl e persona
property, rights to brand or trade nanes, fornulations,
inventory, patents, trade secrets, technol ogy, know how,
speci fications, designs, draw ngs, processes, production
information, manufacturing information, testing and quality
control data, research materials, technical information
distribution information, custoner lists, software, infornation
stored on managenent information systens (and specifications
sufficient for the Acquirer to use such information) and al
data, contractual rights, nmaterials and information relating to
FDA and ot her government or regul atory approvals for the United
States.

J. “FElI BA Assets” neans all of Immuno’s assets and rights
relating solely to the research, devel opnent, nmanufacture or sale
of Factor MIII Inhibitor Treatments sold by Immuno, prior to the

Acqui sition, under the trade nane FEl BA including al
arrangements necessary to neet the requirenents of Paragraph
V. A of this order. “FEIBA Assets” include, but are not limted
to, all machinery, fixtures, equipnent and other tangible
personal property, rights to brand or trade names, formul ations,
inventory, patents, trade secrets, technol ogy, know how,

speci fications, designs, draw ngs, processes, production
information, nmanufacturing information, testing and quality
control data, research materials, technical information
distribution information, custoner lists, software, infornation
stored on managenent information systens (and specifications
sufficient for the New Acquirer to use such information) and al
data, contractual rights, nmaterials and information relating to
FDA and ot her government or regul atory approvals for the United
States.



K. “Divested Inhibitor Assets” means either the Autoplex
Assets or the FEIBA Assets, as applicable.

L. “Acquirer” neans the entity to whom Baxter shall divest
the Autopl ex Assets pursuant to Paragraph Il1. of this order.
M “New Acquirer” means the entity to whomthe trustee

shal | divest either the Autoplex Assets or the FElIBA Assets
pursuant to Paragraph IV. of this order.

N “Fibrin Seal ant” means a topical biological product, in
any form including, but not [imted to, freeze-dried and frozen,
used to control bleeding or seal tissues together.

Q “I'mmuno Fibrin Seal ant Assets” nmeans all of Immuno’ s
assets and rights relating to the research, devel opnent,
manuf acture or sale of any Fibrin Seal ant devel oped by | mmuno, as
of the date this order becones final. “lImmno Fibrin Seal ant
Assets” include, but are not limted to, all formul ations,
patents, patent applications, trade secrets, technol ogy, know
how, specifications, designs, draw ngs, processes, production
information, manufacturing information, testing and quality
control data, research materials, technical information
distribution information, custoner |ists, software, informnation
stored on managenent information systens (and specifications
sufficient for the Fibrin Seal ant Licensee to use such
information) and all data, contractual rights, materials and
information relating to FDA and ot her governnent or regul atory
approvals for the United States.

P. “Fibrin Seal ant Licensee” neans the entity to whom
Baxter shall license the Immuno Fibrin Seal ant Assets pursuant to
Paragraphs V. or Vil. of this order.

Q “Contract Manufacture” neans the manufacture of Factor
VIIl Inhibitor Treatnments or Fibrin Sealant, as applicable, by
Baxter for sale to the Acquirer, the New Acquirer or the Fibrin
Seal ant Licensee, as applicable.

R “Cost” neans the manufacturer’s average direct per unit
cost of manufacturing Factor MII1 Inhibitor Treatnments or Fibrin
Seal ant, as applicable, plus costs of nmanufacturing Factor V1|
I nhibitor Treatments or Fibrin Sealants, as applicable, that are
directly attributable to FDA regulatory, quality control and
conpl i ance.



1.
| T I'S FURTHER ORDERED t hat:

A Wthin four (4) nonths of the date Baxter signed the
Agreenent Contai ning Consent Order in this matter, Baxter shal
di vest, absolutely and in good faith, the Autopl ex Assets, ef f ect
all arrangenents, including, but not limted to, the |licensing of
any Baxter patents and know how not related solely to the
research, devel opnent, nanufacture or sale of Factor M|
I nhi bitor Treatments, necessary to enable the Acquirer to

manuf acture and sell a Factor VIl Inhibitor Treatnent using the
D vested Inhibitor Assets, and execute an agreenent that includes
the provisions required by Paragraph 11.C of this order.

B. The Autopl ex Assets shall be divested only to, and the
agreenent executed only with, an Acquirer that receives the prior
approval of the Conmmssion and only in a nmanner that receives the
prior approval of the Commssion. In the event that the Acquirer
does not choose to acquire all of the physical assets included in
t he Autopl ex Assets because the Acquirer does not need such
physi cal assets in order to engage in the manufacture and sal e of
Factor V11 Inhibitor Treatnments, Respondent shall not be
required to divest such assets. The purpose of the divestiture
is to ensure the continued conpetition between Autopl ex and FEl BA
inthe United States, in the sane manner in which these products
woul d conpete absent the Acquisition, and to renedy the | essening
of conpetition resulting fromthe proposed Acquisition as all eged
in the Comm ssion’ s conpl ai nt.

C Respondent’ s agreenment with the Acquirer or New
Acquirer (hereinafter “D vestiture Agreenent”) shall include the
foll owi ng and Baxter shall commt to satisfy the follow ng:

1. Baxter shall grant to the Acquirer the right of
reference to the data contained in Baxter’s Product License
Application (“PLA’) No. 91-0649 (or to the New Acquirer the
right of reference to the data contained in Imuno s PLA No.
82-027) for the Divested Inhibitor Assets on file with the
FDA. Baxter shall nmake all necessary filings with the FDA
authorizing the FDA to refer to the applicable PLA for the
data in support of the PLA of the Acquirer or New Acquirer
for a Factor M 11 Inhibitor Treatnent, including any
suppl enental PLAs or related PLAs. Provided, however, that
the right of reference granted in this subparagraph does not
constitute a general release of the data in Baxter’s PLA No.
91-0649 (or Immuno’ s PLA No. 87-027), including any



suppl enental PLAs or related PLAs, except as it may appear
in |abeling.

2. Baxter shall Contract Manufacture and deliver to
the Acquirer or the New Acquirer, in a tinely manner and
under reasonable terns and conditions, a supply of Factor
VI Inhibitor Treatnments specified in the D vestiture
Agreenent, at Baxter’s Cost for a period not to exceed three
(3) years fromthe date the Divestiture Agreenent is
approved, or four (4) nonths after the date the Acquirer or
the New Acquirer obtains all necessary FDA approvals to
manuf acture Factor M1l Inhibitor Treatnents for sale in the
United States, whichever is earlier; provi ded, however, that
the tinme period may be extended by the Commssion in twelve
(12) nonth increments for a period not to exceed an
additional forty-eight (48) nonths if the trustee appointed
pursuant to Paragraph II1l. of this order submts to the
Comm ssion the certification provided for in subparagraph
I1.C 8. of this order.

3. Baxter shall make representati ons and warranties
to the Acquirer or the New Acquirer that the Factor M|
I nhi bitor Treatments that are Contract Manufactured by
Baxter for the Acquirer or the New Acquirer neet the FDA
approved specifications therefor and are not adulterated or
m sbranded w thin the neaning of the Food, Drug and Cosnetic
Act, 21 U S C § 321, et seq. Baxter shall agree to
i ndemi fy, defend and hold the Acquirer or the New Acquirer
harm ess fromany and all suits, clains, actions, denands,
liabilities, expenses or |osses alleged to result fromthe
failure of the Factor MII Inhibitor Treatnents Contract
Manuf act ured by Baxter pursuant to subparagraph I1.C 2. of
this order to nmeet FDA specifications. This obligation
shall be contingent upon the Acquirer or the New Acquirer
gi ving Baxter pronpt, adequate notice of such claim
cooperating fully in the defense of such claim and
permtting Baxter to assume the sole control of all phases
of the defense and/or settlenent of such claim including
the selection of counsel. This obligation shall not require
Baxter to be liable for any negligent act or omssion of the
Acquirer or the New Acquirer, or for any representati ons and
warranties, express or inplied, nade by the Acquirer or the
New Acquirer that exceed the representations and warranties
made by Baxter to the Acquirer or the New Acquirer

4. During the termof Contract Manufacturing, upon
reasonabl e request by the Acquirer, the New Acquirer or the
trustee appoi nted pursuant to Paragraph I[Il. of this order,



Baxter shall nake available to the trustee, or its agents or
representatives, all records kept in the nornmal course of
busi ness that relate to the cost of nanufacturing the
Contract Manufactured Factor M1 Inhibitor Treatnents.

5. Upon reasonabl e notice and request fromthe
Acquirer or the New Acquirer to Respondent, Respondent shal
provide: (a) such assistance and advice as is reasonably
necessary to enable the Acquirer or the New Acquirer to
obtain all necessary FDA approval s to nmanufacture Factor

VIIl Inhibitor Treatnments for sale in the United States; (b)
such assistance as is reasonably necessary to enabl e the
Acquirer to manufacture Factor MI1 Inhibitor Treatnments in

substantially the sane manner and quality enpl oyed or

achi eved by Baxter or, if divested to the New Acquirer

| muno, prior to the Acquisition; and (c) consultation with
knowl edgeabl e enpl oyees of Baxter and training at a facility
of the Acquirer’s or the New Acquirer’s choosing, for a
period of tinme, not to exceed one (1) year, sufficient to
sati sfy the nanagenent of the Acquirer or the New Acquirer
that its personnel are adequately trained in the nmanufacture
of Factor VIII Inhibitor Treatments for sale in the United
States. Such assistance shall include an on-site inspection
of Baxter’s facility that is performng the Contract
Manuf act uri ng, upon reasonabl e notice and request of the
Acquirer or the New Acquirer. Respondent may require

rei nbursenment fromthe Acquirer or the New Acquirer for all
its direct out-of-pocket expenses incurred in providing the
services required by this subparagraph I1.C 5.

6. The Divestiture Agreenent shall require the
Acquirer or the New Acquirer to submt to the Comm ssi on,
with the divestiture application filed by Respondent w th
t he Comm ssi on requesting approval of the proposed
divestiture, a certification attesting to the good faith
intention of the Acquirer or the New Acquirer, including an
actual plan by the Acquirer or the New Acquirer, to obtain
in an expeditious manner all necessary FDA approvals to
manuf acture Factor VIl Inhibitor Treatnents for sale in the
United States.

7. The Divestiture Agreenent shall require the
Acquirer or the New Acquirer to submt to the trustee
appoi nted pursuant to Paragraph Il1l. of this order, periodic

verified witten reports setting forth in detail the efforts
of the Acquirer or the New Acquirer to sell Contract

Manuf actured Factor M1 Inhibitor Treatnents in the United
States and to obtain all FDA approval s necessary to
manuf acture its own Factor VIIl Inhibitor Treatnents for
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D. Wil e the obligations inposed by Paragraphs I1., 111
or IV. of this order are in effect, Respondent shall take such
actions as are necessary. (1) to nmaintain all necessary FDA
approval s to research, devel op, manufacture and sell both of the
Factor V11 Inhibitor Treatnments in the United States; (2) to
maintain the viability and nmarketability of both of the D vested
| nhi bitor Assets as well as all tangible assets, including
manufacturing facilities, needed to Contract Manufacture and sel
Factor V11 Inhibitor Treatnments; and (3) to prevent the
destruction, renoval, wasting, deterioration or inpairment of any
of the D vested Inhibitor Assets or tangible assets including the
manufacturing facilities needed to Contract Manufacture and sel
both of the Factor VI11 Inhibitor Treatnents, except for ordinary
wear and tear.

L.
| T I'S FURTHER ORDERED t hat:

A At any tine after this order becones final, the
Comm ssion nay appoint a trustee to nonitor whether Baxter and
the Acquirer or the New Acquirer expeditiously performtheir
respective responsibilities as required by the D vestiture
Agreenent approved by the Conmssion and this order. Baxter
shall consent to the followng terns and conditions regarding the
powers, duties, authorities, and responsibilities of the trustee
appoi nted pursuant to this Paragraph:

1. The Comm ssion shall select the trustee, subject
to the consent of Baxter, which consent shall not be
unreasonably withheld. |If Baxter has not opposed, in
witing, including the reasons for opposing, the selection
of any proposed trustee wthin ten (10) days after notice by
the staff of the Commssion to Baxter of the identity of any
proposed trustee, Baxter shall be deened to have consented
to the selection of the proposed trustee.

2. The trustee shall have the power and authority to
noni tor Respondent’s conpliance with the terns of Paragraph
1. of this order and with the D vestiture Agreenment wth
the Acquirer or the New Acquirer.

3. Wthin ten (10) days after appoi ntnment of the
trustee, Baxter shall execute a trust agreenent that,
subject to the prior approval of the Comm ssion, confers on
the trustee all the rights and powers necessary to permt
the trustee to nonitor Respondent’s conpliance with the






8. If the trustee ceases to act or fails to act
diligently, a substitute trustee shall be appointed in the
same manner as provided in subparagraph Il1.A 1. of this
order.

9. The Comm ssion may on its own initiative or at the
request of the trustee issue such additional orders or
directions as nay be necessary or appropriate to assure

conpliance with the requirenents of Paragraph Il1. of this
order and the D vestiture Agreenment with the Acquirer or the
New Acqui rer.

10. The trustee shall evaluate reports submtted to it
by the Acquirer or the New Acquirer with respect to the
efforts of the Acquirer or the New Acquirer to obtain all
necessary FDA approvals to nmanufacture Factor M1 |nhibitor
Treatnments for sale in the United States and shall report in
witing to the Conmssion every sixty (60) days concerning
conpl i ance by the Respondent and the Acquirer or the New
Acquirer, with the provisions of Paragraph Il1. of this order
and the efforts of the Acquirer or the New Acquirer to
obtain all necessary FDA approval s to nmanufacture Factor

VIIl Inhibitor Treatnments for sale in the United States.
B. If the Conmssion termnates the D vestiture Agreenent
pursuant to subparagraph 11.C 8. of this order, the Comm ssion

may direct the trustee to seek a New Acquirer, as provided for in
Paragraph 1V. of this order and the D vested Inhibitor Assets
shall revert back to the Respondent.

I V.
| T I'S FURTHER ORDERED t hat:

A |f Baxter fails to conply with the terns of Paragraph
Il. of this order and to divest absolutely and in good faith the
Aut opl ex Assets within four (4) nonths fromthe date Respondent
signed the Agreenent Containing Consent Oder, or if the
Comm ssion termnates the D vestiture Agreenent pursuant to
subparagraph 11.C 8. of this order, then any executed D vestiture
Agreenent with the Acquirer shall be termnated and the
Comm ssion nay appoint a trustee to: (a) divest either the
Aut opl ex Assets or the FEI BA Assets; (b) effect all arrangenents,
including, but not limted to, the |icensing of any Baxter
patents and know how not related solely to the research,
devel opnent, manufacture or sale of Factor Vi1l Inhibitor
Treatnents, necessary to enable the New Acquirer to manufacture
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and sell a Factor VII1 Inhibitor Treatnent using the D vested

| nhi bitor Assets; and (c) enter into a Dvestiture Agreenent with
a New Acquirer that satisfies the requirenents of Paragraph I1.C
of this order. 1In the event that the New Acquirer does not
choose to acquire all of the physical assets included in the

D vested Inhibitor Assets because the New Acquirer does not need
such physical assets in order to engage in the nmanufacture and
sale of Factor MII Inhibitor Treatnents, Respondent shall not be
required to divest such assets. The purpose of the divestiture
is to ensure the continued conpetition between Autopl ex and

FEI BA, in the sane manner in which these products woul d conpete
absent the Acquisition, and to renedy the | essening of
conpetition resulting fromthe proposed Acquisition as alleged in
the Commssion's conplaint. Neither the decision of the

Comm ssion to appoint the trustee nor the decision of the

Comm ssion not to appoint the trustee to divest either the

Aut opl ex or the FEIBA Assets under this Paragraph shall preclude
the Comm ssion or the Attorney General from seeking civil
penalties or any other relief available to it, including a court-
appoi nted trustee, pursuant to 8 5( 1) of the Federal Trade
Comm ssion Act, or any other statute enforced by the Comm ssion,
for any failure by the respondent to conply with this order.

B. If a trustee is appoi nted under Paragraph IV.A of this
order to divest either the Autopl ex Assets or the FEIBA Assets to
a New Acquirer and to enter into a Dvestiture Agreenent with the
New Acqui rer, Respondent shall consent to the follow ng terns and
conditions regarding the trustee’s powers, duties, authorities,
and responsibilities:

1. The Comm ssion shall select the trustee, subject
to the consent of Baxter, which consent shall not be
unreasonably withheld. |f Baxter has not opposed, in
witing, including the reasons for opposing, the selection
of any proposed trustee within ten (10) days after notice by
the staff of the Commssion to Baxter of the identity of any
proposed trustee, Baxter shall be deened to have consented
to the selection of the proposed trustee. This trustee may
be the same trustee as appoi nted pursuant to Paragraph I11.
of this order

2. Subject to the prior approval of the Comm ssion,
the trustee shall have the exclusive power and authority to
di vest either the Autopl ex Assets or the FEIBA Assets to a
New Acquirer and to enter into a Dvestiture Agreement with
the New Acquirer pursuant to the terns of Paragraph 11.C of
this order, which D vestiture Agreenent shall be subject to
the prior approval of the Comm ssion.

12



3. Wthin ten (10) days after appoi ntnent of the
trustee, Baxter shall execute a (or amend the existing)
trust agreenent that, subject to the prior approval of the
Comm ssion and, in the case of a court-appointed trustee, of
the court, transfers to the trustee all rights and powers
necessary to permt the trustee to effect the divestiture
requi red by Paragraph IV.A of this order.

4. The trustee shall have twelve (12) nonths fromthe
date the Comm ssion approves the trust agreenent descri bed
in subparagraph IV.B.3. of this order to divest either the
Aut opl ex Assets or the FEIBA Assets and to enter into a
D vestiture Agreenent with the New Acquirer that satisfies
the requirenents of Paragraph I1.C of this order. |If,
however, at the end of the twelve (12) nonth period, the
trustee has submtted a plan of divestiture or believes that
di vestiture can be achieved within a reasonable tine, the
twel ve (12) nonth period nmay be extended by the Conm ssion,
or in the case of a court-appointed trustee, by the court;
provi ded, however, the Comm ssion may extend the twel ve (12)
nmonth period only two (2) tines.

5. The trustee shall have full and conpl ete access to
t he personnel, books, records, data, facilities and
technical information related to the manufacture,
distribution, or sale of Factor M1 Inhibitor Treatnents or
to any other relevant information, as the trustee nay
request. Respondent shall devel op such financial or other
information as such trustee may request and shall cooperate
with the trustee. Respondent shall take no action to
interfere with or inpede the trustee’s acconplishnment of his
or her responsibilities.

6. The trustee shall use reasonable efforts to
negotiate the nost favorable price and terns available in
each contract that is submtted to the Comm ssion, subject
to Respondent’s absol ute and unconditional obligation to
divest at no mninmnumprice and the trustee’s obligation to
expedi tiously acconplish the renedi al purpose of the order;
to assure that Baxter effects all arrangenents necessary to
enabl e the New Acquirer to produce a Factor M I |nhibitor
Treatnent using the D vested |Inhibitor Assets; to assure
that Baxter enters into a Dvestiture Agreenent with the New
Acquirer to acquire the D vested Inhibitor Assets that

conplies with the provisions of Paragraph Il1.C of this
order; and to assure that Baxter conplies with the remnaining
provi sions of Paragraph I1.D. of this order. The

divestiture shall be made to and the D vestiture Agreenent
shall be made with the New Acquirer in the manner set forth

13



in Paragraph I'l.C of this order; provided, however, if the
trustee receives bona fide offers fromnore than one
acquiring entity, and if the Conm ssion determnes to
approve nore than one such acquiring entity, the trustee
shall divest to the acquiring entity sel ected by Respondent
from anong t hose approved by the Comm ssi on.

7. The trustee shall serve, w thout bond or other
security, at the cost and expense of Respondent, on such
reasonabl e and custonmary terns and conditions as the
Comm ssion or a court may set. The trustee shall have the
authority to enploy, at the cost and expense of Respondent,
such consul tants, accountants, attorneys, investment
bankers, business brokers, appraisers, and ot her
representatives and assistants as are necessary to carry out
the trustee’s duties and responsibilities. The trustee
shall account for all nonies derived fromthe divestiture
and all expenses incurred. After approval by the Comm ssion
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, all remaining nonies shall be paid at the
direction of the Respondent and the trustee’'s power shall be
termnated. The trustee’ s conpensation shall be based at
least in significant part on a comm ssi on arrangenent
contingent on the trustee’s locating a New Acquirer and
assuring conpliance with this order

8. Respondent shall indemify the trustee and hol d
the trustee harnl ess agai nst any | osses, clains, danages,
liabilities, or expenses arising out of, or in connection
with, the perfornmance of the trustee's duties, including al
reasonabl e fees of counsel and ot her expenses incurred in
connection with the preparations for, or defense of any
claim whether or not resulting in any liability, except to
the extent that such liabilities, |osses, damages, clains,
or expenses result fromthe m sfeasance, gross negligence,
willful or wanton acts, or bad faith by the trustee.

9. If the trustee ceases to act or fails to act
diligently, a substitute trustee shall be appointed in the
sanme manner as provided in Paragraph IV.B. of this order.

10. The Commssion or, in the case of a court-
appoi nted trustee, the court, nmay on its own initiative or
at the request of the trustee issue such additional orders
or directions as may be necessary or appropriate to conply
with the terns of this order.

14



11. The trustee shall have no obligation or authority
to operate or maintain the D vested Inhibitor Assets.

12. The trustee shall report in witing to Respondent
and the Comm ssion every sixty (60) days concerning his or
her efforts to divest either the Autopl ex Assets or the
FElI BA Assets as required by this order.

V.
| T I'S FURTHER ORDERED t hat:

A Wthin four (4) nonths of the date Baxter signed the
Agreenent Contai ning Consent Order in this matter, Baxter shal
grant a non-exclusive, royalty-free license, in perpetuity, and
in good faith, of the Immno Fibrin Seal ant Assets, and shal
execute an agreenent that includes the provisions required by
Paragraph V.C. of this order

B. The Immuno Fibrin Seal ant Assets shall be |icensed only
to a Fibrin Seal ant Licensee that receives the prior approval of
the Comm ssion and only in a manner that receives the prior
approval of the Comm ssion. The purpose of the licensing of the
I Mmuno Fibrin Sealant Assets is to ensure the continued research
and devel opnent conpetition between Imuno’s Fibrin Seal ant and
Baxter’s Fibrin Sealant, to ensure the use of the Immuno Fibrin
Seal ant Assets for the research, devel opment, nanufacture and
sale of a Fibrin Seal ant approved by the FDA for sale in the
United States, and to renedy the | essening of conpetition
resulting fromthe Acquisition as alleged in the Coomssion’s
conpl ai nt.

C Respondent’ s agreenent with the Fibrin Seal ant Licensee
(hereinafter “License Agreenent”) shall not include any provision
restricting the Fibrin Sealant Licensee's ability to sublicense
the product. The License Agreenent shall include the follow ng
and Baxter shall conmt to satisfy the follow ng:

1. Baxter shall grant to the Fibrin Seal ant Licensee
the right of reference to the data contained in ImMmuno’ s PLA
No. 87-0509 for the Imuno Fibrin Seal ant Assets on file
with the FDA. Baxter shall mnmake all necessary filings with
the FDA authorizing the FDAto refer to Immuno’ s PLA No. 87-
0509 for the data in support of the Fibrin Seal ant
Licensee’s PLA for a Fibrin Seal ant, including any
suppl enental PLAs or related PLAs. Provided, however, that
the right of reference granted in this subparagraph does not
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constitute a general release of the data in Immuuno’ s PLA No.
87-0509, including any suppl emental PLAs or rel ated PLAs,
except as it may appear in |abeling.

2. Once all necessary FDA approval s are obtai ned by
Baxter (or Immuno prior to the Acquisition) to manufacture
and sell Imuno’s Fibrin Sealant in the United States,

Baxter shall Contract Manufacture and deliver to the Fibrin
Seal ant Licensee in a tinmely manner and under reasonabl e
terns and conditions, a supply of Immuno’ s Fibrin Seal ant
specified in the License Agreenent, at Baxter’'s Cost for a
period not to exceed three (3) years fromthe date the

Li cense Agreenent is approved, or four (4) nonths after the
date the Fibrin Seal ant Licensee obtains all necessary FDA
approvals to manufacture Fibrin Sealant for sale in the
United States, whichever is earlier; provi ded, however, that
the tinme period may be extended by the Commssion in twelve
(12) nonth increnments for a period not to exceed and
additional forty-eight (48) nonths if the trustee appoi nted
pursuant to Paragraph VI. of this order submts to the

Comm ssion the certification provided for in subparagraph
V.C. 8. of this order.

3. Baxter shall make representati ons and warranties
to the Fibrin Seal ant Licensee that the Fibrin Seal ant that
is Contract Manufactured by Baxter for the Fibrin Seal ant
Li censee neets the FDA approved specifications therefor and
is not adulterated or msbranded within the neaning of the
Food, Drug and Cosnetic Act, 21 U S.C § 321, et seq.
Baxter shall agree to indemify, defend and hold the Fibrin
Seal ant Licensee harmess fromany and all suits, clains,
actions, denmands, liabilities, expenses or |osses alleged to
result fromthe failure of the Fibrin Seal ant Contract
Manuf act ured by Baxter pursuant to subparagraph V.C 2. of
this order to nmeet FDA specifications. This obligation
shall be contingent upon the Fibrin Seal ant Licensee giving
Baxter pronpt, adequate notice of such claim cooperating
fully in the defense of such claim and permtting Baxter to
assume the sole control of all phases of the defense and/or
settlenment of such claim including the selection of
counsel. This obligation shall not require Baxter to be
liable for any negligent act or omssion of the Fibrin
Seal ant Licensee or for any representati ons and warranties,
express or inplied, made by the Fibrin Seal ant Licensee that
exceed the representations and warranti es nade by Baxter to
the Fibrin Seal ant Licensee.
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4. During the termof Contract Manufacturing, upon
reasonabl e request by the Fibrin Seal ant Licensee or the
trustee appoi nted pursuant to Paragraph VI. of this order,
Baxter shall nake available to the trustee, or its agents or
representatives, all records kept in the nornmal course of
busi ness that relate to the cost of nanufacturing the
Contract Manufactured Fibrin Seal ant.

5. Upon reasonabl e notice and request fromthe F brin
Seal ant Licensee to Respondent, Respondent shall provide:
(a) such assistance and advice as is reasonably necessary to
enabl e the Fibrin Seal ant Licensee to obtain all necessary
FDA approvals to manufacture Fibrin Sealant for sale in the
United States; (b) such assistance as is reasonably
necessary to enable the Fibrin Seal ant Licensee to
manuf acture Fibrin Sealant in substantially the same nmanner
and quality enployed or achieved by Baxter once it begi ns
manuf acturing the I mmuuno Fibrin Sealant; and (c)
consultation with know edgeabl e enpl oyees of Baxter and
training at a either Immuno’s or the Fibrin Seal ant
Licensee’s facility, whichever the Fibrin Seal ant Licensee
chooses, for a period of tine, not to exceed one (1) year,
sufficient to satisfy the Fibrin Seal ant Licensee’s
managenent that its personnel are adequately trained in the
manuf acture of Fibrin Sealant for sale in the United States.
Such assi stance shall include an on-site inspection of
Baxter’s facility that is performng the Contract
Manuf act uri ng, upon reasonabl e notice and request of the
Fi brin Seal ant Licensee. Respondent nay require
rei nbursement fromthe Fibrin Sealant Licensee for all its
di rect out-of -pocket expenses incurred in providing the
services required by this subparagraph V.C 5.

6. The License Agreenent shall require the Fibrin
Seal ant Licensee to submt to the Commssion, with the
divestiture application filed by Respondent with the
Comm ssi on requesting approval of the proposed license, a
certification attesting to the good faith intention of the
Fi brin Seal ant Licensee, and including an actual plan by the
Fibrin Seal ant Licensee, to obtain in an expeditious nanner
all necessary FDA approvals to nmanufacture Fibrin Seal ant
for sale in the United States.

7. The License Agreenent shall require the Fibrin
Seal ant Licensee to submt to the trustee appoi nted pursuant
to Paragraph V. of this order, periodic verified witten
reports setting forth in detail the efforts of the Fibrin
Seal ant Licensee to sell Contract Manufactured Fi brin
Sealant in the United States and to obtain all FDA approval s

17






Seal ant Licensee pursuant to the provisions of Paragraph
VI1. of this order.

D. Wi le the obligations inposed by Paragraphs V., VI. or
VI1. of this order are in effect, Respondent shall take such
actions as are necessary. (1) to naintain and obtain all
necessary FDA approvals to research, devel op, manufacture and
sell Imuno's Fibrin Sealant in the United States; (2) to
maintain the viability and nmarketability of the Immuno Fibrin
Seal ant Assets as well as all tangi ble assets, including
manufacturing facilities, needed to Contract Manufacture and sel
| mmuno’s Fibrin Sealant; and (3) to prevent the destruction,
renmoval , wasting, deterioration or inpairment of any of the
| mmuno Fibrin Seal ant Assets or tangi bl e assets, including
manufacturing facilities, needed to Contract Manufacture and sel
I mMmuno’ s Fibrin Seal ant, except for ordinary wear and tear.

VI .
| T I'S FURTHER ORDERED t hat :

A At any tine after this order becones final, the
Comm ssion nay appoint a trustee to nonitor whether Baxter and
the Fibrin Seal ant Licensee expeditiously performtheir
respective responsibilities as required by the License Agreenent
approved by the Coomssion and this order. Baxter shall consent
tothe following terns and conditions regardi ng the powers,
duties, authorities, and responsibilities of the trustee
appoi nted pursuant to this Paragraph:

1. The Conm ssion shall select the trustee, subject
to the consent of Baxter, which consent shall not be
unreasonably withheld. |f Baxter has not opposed, in
witing, including the reasons for opposing, the selection
of any proposed trustee within ten (10) days after notice by
the staff of the Commssion to Baxter of the identity of any
proposed trustee, Baxter shall be deened to have consented
to the selection of the proposed trustee. This trustee may
be the same trustee appointed pursuant to Paragraphs I11. or
V. of this order

2. The trustee shall have the power and authority to
noni tor Respondent’s conpliance with the terns of Paragraph
V. of this order and with the License Agreenent with the
Fi brin Seal ant Licensee.
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expenses result fromthe m sfeasance, gross negligence,
willful or wanton acts, or bad faith by the trustee.

8. If the trustee ceases to act or fails to act
diligently, a substitute trustee shall be appointed in the
sanme manner as provided in subparagraph VIi.A 1. of this
order.

9. The Comm ssion may on its own initiative or at the
request of the trustee issue such additional orders or
directions as nay be necessary or appropriate to assure
conpliance with the requirenents of Paragraph V. of this
order and the License Agreenent with the Fibrin Seal ant
Li censee.

10. The trustee shall evaluate reports submtted to it
by the Fibrin Seal ant Licensee with respect to the efforts
of the Fibrin Sealant Licensee to obtain all necessary FDA
approvals to manufacture Fibrin Sealant for sale in the
United States and shall report in witing to the Conmm ssion
every sixty (60) days concerni ng conpliance by the
Respondent and the Fibrin Seal ant Licensee with the
provi sions of Paragraph V. of this order and the efforts of
the Fibrin Seal ant Licensee to obtain all necessary FDA
approvals to manufacture Fibrin Sealant for sale in the
United States.

B. If the Conmssion termnates the D vestiture Agreenent
pursuant to subparagraph V.C 8. of this order, the Inmmuno Fibrin
Seal ant Assets shall revert back to the Respondent and the
Comm ssion nmay direct the trustee to seek a new Fi brin Seal ant
Li censee, as provided for in Paragraph VI1. of this order.

VII.

| T I'S FURTHER ORDERED t hat:

A If Baxter fails to conply with the terns of Paragraph V.
of this order and enter into a License Agreenent with a Fibrin
Seal ant Licensee within four (4) nonths fromthe date Respondent
signed the Agreenent Containing Consent O der, the Comm ssion nmay
appoint a trustee to: (a) grant a non-exclusive, royalty-free
license, in perpetuity, and in good faith, of the Imuno Fi brin
Seal ant Assets to a Fibrin Seal ant Licensee; and (b) enter into a
Li cense Agreenment with a Fibrin Seal ant Licensee that satisfies
the requirenents of Paragraph V.C of this order. The purpose of
the licensing of the Immuno Fibrin Seal ant Assets is to ensure
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necessary to permt the trustee to effect the non-excl usive,
royalty-free license required by this order.

4. The trustee shall have twelve (12) nonths fromthe
date the Comm ssion approves the trust agreenent descri bed
in subparagraph VI1.B.3. of this order to |icense the | mMmuno
Fibrin Seal ant Assets and enter into a License Agreenent
with a Fibrin Seal ant Licensee that satisfies the
requi renents of Paragraph V.C. of this order. |f, however
at the end of the twelve (12) nonth period, the trustee has
submtted a plan of licensing or believes that |icensing can
be achi eved within a reasonable tine, the twelve (12) nonth
peri od may be extended by the Conm ssion or, in the case of
a court-appointed trustee, by the court; provided, however,

t he Comm ssion nmay extend the twelve (12) nonth period only
two (2) tines.

5. The trustee shall have full and conplete access to
t he personnel, books, records, data, facilities, and
technical information related to the I nmmuno Fibrin Seal ant
Assets, or to any other relevant information, as the trustee
may reasonably request. Respondent shall devel op such
financial or other information as such trustee may request
and shall cooperate with the trustee. Respondent shall take
no action to interfere with or inpede the trustee’'s ability
to acconplish the licensing of the Immuno Fibrin Seal ant
Assets required by this order. Any delays in licensing the
| mmuno Fibrin Seal ant Assets required by this order caused
by Respondent shall extend the time under subparagraph
VI1.B. 4. of the order for acconplishing the Iicensing of the
| mmuno Fibrin Seal ant Assets required by this order in an
amount equal to the delay, as determned by the Comm ssion
or, for the court-appointed trustee, by the court.

6. The trustee shall use reasonable efforts to
negotiate the nost favorable price and terns available in
each contract that is submtted to the Comm ssion, subject
to Respondent’s absol ute and unconditional obligation to
grant a license of the Immuno Fibrin Seal ant Assets as
required by this order at no mninumprice and the trustee’s
obligation to expeditiously acconplish the renedial purpose
of the order; to assure that Baxter enters into a License
Agreement with a Fibrin Seal ant Licensee to acquire the
| mmuno Fibrin Seal ant Assets that conplies with the
provi sions of Paragraph V.C of this order; and to assure
that Baxter conplies with the renai ning provisions of
Paragraph V.D. of this order. The license shall be nade to
Fibrin Seal ant Licensee in a manner set forth by this order;
provi ded, however, if the trustee receives bona fide offers
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12. The trustee shall report in witing to Baxter and
to the Comm ssion every sixty (60) days concerning the
trustee’s efforts to grant a non-exclusive, royalty-free
license of the Immuno Fibrin Seal ant Assets as required by
this order.

VITI.

| T 1S FURTHER ORDERED that Respondent shall conply with all
terns of the InterimAgreenent, attached to this order and nade a
part hereof as Appendix I.

I X.
I T I'S FURTHER ORDERED t hat :

A Wthin sixty (60) days after the date this order
becones final and every ninety (90) days thereafter until Baxter
has fully conplied with the provisions of Paragraphs I1., V., W
and VI1. of this order, Baxter shall submt to the Comm ssion a
verified witten report setting forth in detail the nmanner and
formin which it intends to conply, is conplying, and has
conplied with these Paragraphs of this order. Baxter shal
include in its conpliance reports, anong other things that are
required fromtime to time, a full description of the efforts
bei ng nade to conply with these Paragraphs of this order,
including a description of all substantive contacts or
negoti ations for acconplishing the divestiture, entering into the
D vestiture Agreenent and entering into a |icense Agreenent,
required by this order, including the identity of all parties
contacted. Baxter shall include in its conpliance reports copies
of all witten comunications to and fromsuch parties, al
internal nmenoranda, and all reports and recommendati ons
concerning the D vestiture Agreenment required by Paragraph I1.
and the License Agreenent required by Paragraph V. of this order.

B. One (1) year fromthe date this order becones final and
annual |y until Respondent has conplied with all terns of this
order or until the Acquirer or New Acquirer has obtained al
necessary FDA approvals to nmanufacture Factor M1 |nhibitor
Treatnents for sale in the United States and the Fibrin Seal ant
Li censee has obtained all necessary FDA approval s to nmanufacture
Fibrin Sealant for sale in the United States, whichever is |ater,
and at such other tines as the Comm ssion nay require, Respondent
shall file a verified witten report with the Comm ssion setting
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forth in detail the manner and formin which it has conplied and
is conplying with this order

X

| T 1S FURTHER ORDERED that, for the purpose of determning
or securing conpliance with this order, and subject to any
| egal |y recogni zed privilege, upon witten request and on
reasonabl e notice to Respondent, Respondent shall permt any duly
aut hori zed representatives of the Conm ssion:

A Access, during office hours and in the presence of
counsel, to inspect and copy all books, |edgers, accounts,
correspondence, nenoranda and ot her records and docunents in the
possession or under the control of Respondent, relating to any
matters contained in this order; and

B. Upon five (5) days’ notice to Respondent, and wi thout
restraint or interference fromRespondent, to interview officers
or enpl oyees of Respondent, who may have counsel present,
regardi ng such natters.

Xl .

| T 1S FURTHER ORDERED t hat Respondent shall notify the
Comm ssion at least thirty (30) days prior to any change in
Respondent such as di ssol ution, assignnent or sale resulting in
t he energence of a successor, the creation or dissolution of
subsi diaries or any other change that may affect conpliance
obligations arising out of the order.

By the Comm ssi on, Comm ssioner Starek recused.

Donald S. dark
Secretary

SEAL

| SSUED. March 24, 1997
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APPENDI X |

UNI TED STATES OF AMERI CA
BEFORE FEDERAL TRADE COWM SSI ON

In the Matter of

BAXTER | NTERNATI ONAL | NC. , File No. 971-0002

a corporation.

N N

| NTERI M AGREEMENT

This InterimAgreenent is by and between Baxter
International Inc. (“Baxter”), a corporation organized and
exi sting under the laws of the State of Del aware, and the Federal
Trade Comm ssion (the “Comm ssion”), an independent agency of the
United States Governnent, established under the Federal Trade
Comm ssion Act of 1914, 15 U S C 8§ 41, et seq.

PREM SES

WHEREAS, Baxter has proposed to acquire the najority of the
out st andi ng voting common stock of Immuno International AG and

WHEREAS, the Conm ssion is now investigating the proposed
Acquisition to determne if it would violate any of the statutes
t he Comm ssi on enforces; and

WHEREAS, if the Comm ssion accepts the Agreenent Containing
Consent Order (“Consent Agreenent”), the Commssion will place it
on the public record for a period of at |east sixty (60) days and
subsequently may either w thdraw such acceptance or issue and
serve its Conplaint and decision in disposition of the proceedi ng



pursuant to the provisions of Section 2.34 of the Coomssion’s
Rul es; and






i ncluding manufacturing facilities, needed to Contract

Manuf acture and sell Imuno’s Fibrin Sealant; and (3) to prevent
the destruction, renoval, wasting, deterioration or inpairmnent of
any of the Imuno Fibrin Sealant Assets or tangi bl e assets,

i ncluding manufacturing facilities, needed to Contract

Manuf acture and sell Immuno’s Fibrin Seal ant, except for ordinary
wear and tear.

4. Baxter agrees that, fromthe date Baxter signs the
Consent Agreenment until the first of the dates listed in
subparagraphs 4.a. and 4.b., it will conply with the provisions
of this InterimAgreenent:

a. ten (10) business days after the Conm ssion
withdraws its acceptance of the Consent Agreenent pursuant
to the provisions of Section 2.34 of the Comm ssion’s Rul es;
or

b. the date the Commssion finally issues its
Conpl aint and its Decision and O der.

5. Baxter waives all rights to contest the validity of
this Interi mAgreenent.

6. For the purpose of determning or securing conpliance
with this InterimAgreenent, subject to any legally recognized
privilege, and upon witten request, and on reasonable notice, to
Baxter nade to its principal office, Baxter shall permt any duly
aut hori zed representative or representatives of the Comm ssion:

a. access, during the office hours of Baxter and in
t he presence of counsel, to inspect and copy all books,
| edgers, accounts, correspondence, nenoranda, and ot her
records and docunents in the possession or under the control
of Baxter relating to conpliance with this Interim
Agr eenent; and

b. upon five (5) days’ notice to Baxter and w t hout
restraint or interference fromit, to interview officers,
directors, or enployees of Baxter, who may have counsel
present, regarding any such natters.

This InterimAgreenent shall not be binding until accepted by the
Comm ssi on.

Dat ed:



FEDERAL TRADE COWM SSI ON BAXTER | NTERNATI ONAL | NC.

By: By:
St ephen Cal ki ns Arthur F. Staubitz
CGeneral Counsel Seni or Vice President
and Ceneral Counsel
X.X11.A 1 2. a. (a)(b)i)ii)a)b)c)d) e)f)



