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laboratories, research institutions and other commercialentities in the United States and in Italy through its direct sales force and
through independentdistributors in other major markets throughout the world.

Patents and Proprietary Rights

Becauseofthe length of time and expense associated with bringing new products through development and regulatory approval to
the marketplace, the pharmaceutical industry has traditionally placed considerable importance on obtaining patent and trade secret
protection for significant new technologies, products and processes. We believe that patents and other proprietary rights are important
to our business. Our policyis to file patent applications wheneverpossible to protect our products, technologies, inventions and
improvements that we consider important to the development of our business. We also rely upon trade secrets, know-how,continuing
technological innovations and licensing opportunities to develop and maintain our competitive position.

Wehold approximately 1,490 United States and foreign patents and havefiled several hundred United States and foreign patent
applications. In addition, we have exclusively licensed several additional United States and foreign patents and patent applications. Our
success depends, in part, on our ability to obtain and enforce United States and foreign patent protection for our products, to preserve
our trade secrets and proprietary rights and to operate without infringing on the proprietary rights of third parties or having third parties
circumvent our rights.

Government Regulation

Our pharmaceutical and diagnostic operations are subject to extensive regulation by governmental authorities in the United States
and other countries with respect to the testing, approval, manufacture, labeling, marketing and sale ofpharmaceutical and diagnostic
products. We devote significant time, effort and expense to addressing the extensive government regulations applicable to our business.
In general, the trend is towards morestringent regulation.

In the United States, the FDA requires extensive testing ofnew pharmaceutical products to demonstrate that such products are both
safe and effective in treating the indications for which FDA approvalis sought. Testing in humans may not be commenced until after
the FDA grants an Investigational New Drug exemption. An NDA mustbe submitted to the FDA for new drugsthat have not been
previously approved by the FDA and for new combinations of, and new indications and new delivery methods for, previously approved
drugs. Three phasesofclinicaltrials must be successfully completed before an NDAis approved. PhaseI clinicaltrials involve the
administration of the drug to a small numberofhealthy subjects to determine safety, tolerance, absorption and metabolism
characteristics. Phase II clinical trials involve the administration of the drug to a limited numberofpatients for a specific disease to
determine dose response,efficacy and safety. Phase III clinical trials involve the study of the drug to gain confirmatory evidence of
efficacy and safety from a wide base of investigators and patients. In the case of a drug that has been previously approved by the FDA,
an abbreviated approval process is available for its brand equivalent. For such drugs an ANDA maybe submitted to the FDA for
approval. For an ANDAto be approved, among other requirements, the drug must be shown to be bioequivalent to the previously
approved drug or must be granted a waiver by the FDA of such requirement. The NDA and ANDAdevelopment and approval
processes generally take a number ofyears and involve the expenditure of substantial resources. Even so, the time and resources
devoted to seeking regulatory approval for new products will not necessarily result in product approvals or earnings.

The NDAapplicant, owner of a new drug,is required to list with the FDAall patents which cover the approved drug andits
approved uses. A companyfiling an ANDAand seeking approval to market a product before expiration ofall listed patents mustcertify
that such patents are invalid or will not be

10

https://www.sec.gov/Archives/edgar/data/772 197/000095014405002659/g93824e10vk.htm 13/150
13



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& ����"!

'()*+�,-�.,/0+/01234523678�9:�;<7�=>3?4>@;?57A�?B7�C5�B>D7�C4�;<7�>EED2@>3;FB�E5C8?@;A�>38�=?B;�3C;24:�;<7�E>;73;�CG375�>38�;<7�CG375�C4�;<7�>EE5CH7885?6�C4�2;B�42D236I�J4�;<7�>EE5CH78�85?6�CG375�B?7B�;<7�KLMK�42D75�4C5�E>;73;�23452367=73;�G2;<23�NO�8>:B�>4;75�2;�57@72H7B�B?@<�3C;2@7A;<73�;<7�PMK�G2DD�3C;�65>3;�423>D�>EE5CH>D�C4�;<7�KLMK�?3;2D�;<7�7>5D275�C4�QR�=C3;<B�45C=�;<7�8>;7�;<7�>EE5CH78�85?6�CG375�57@72H7BB?@<�3C;2@7�C5�;<7�8>;7�G<73�>�@C?5;�87;75=237B�;<>;�;<7�>EED2@>9D7�E>;73;B�>57�72;<75�23H>D28�C5�GC?D8�3C;�97�234523678�9:�;<7>EED2@>3;FB�E5C8?@;I�KB�>�57B?D;A�95>38�7S?2H>D73;�85?6�=>3?4>@;?575BA�23@D?8236�?BA�>57�C4;73�23HCDH78�23�D736;<:A�7TE73B2H7�E>;73;D2;26>;2C3�>6>23B;�95>38�3>=7�85?6�@C=E>327B�;<>;�<>H7�@C3B2875>9D:�657>;75�57BC?5@7B�>38�;<>;�>57�;:E2@>DD:�23@D2378�;C�>@;2H7D:�E?5B?7E>;73;�D2;26>;2C3�23�>3�744C5;�;C�E5C;7@;�;<725�45>3@<2B7BI�����U3�>3�C36C236�9>B2BA�;<7�PMK�57H27GB�;<7�B>47;:�>38�7442@>@:�C4�=>5V7;78�E<>5=>@7?;2@>D�E5C8?@;B�>38�E5C8?@;B�@C3B287578=782@>D�87H2@7B�>38�=C32;C5B�D>97D236A�>8H75;2B236�>38�C;<75�=>;;75B�57D>;78�;C�;<7�E5C=C;2C3�C4�B?@<�E5C8?@;BI�W<7�PMK�=>:�@>?B7�>57@>DD�C5�G2;<85>G�E5C8?@;�>EE5CH>DB�24�576?D>;C5:�B;>38>58B�>57�3C;�=>23;>2378�C5�24�B>47;:�C5�7442@>@:�@C3@753B�>52B7�G2;<�57BE7@;�;CB?@<�E5C8?@;BI�KB�>�57B?D;�C4�57@73;�87H7DCE=73;B�@C3@753236�E5C8?@;BA�B?@<�>B�@CTXY�23<292;C5B�>38�>3;2X87E57BB>3;BA�@75;>23�=7=975BC4�;<7�Z32;78�[;>;7B�\C3657BB�>38�23;757B;�65C?EB�23�;<7�E52H>;7�B7@;C5�<>H7�5737G78�@>DDB�4C5�>�4>5X57>@<236�23H7B;26>;2C3�C4�;<7�PMKFBE5C8?@;�>EE5CH>D�E5C@7BB7BI�]7�@>33C;�E5782@;�G<>;�2=E>@;A�24�>3:A�;<7B7�87H7DCE=73;B�=>:�<>H7�C3�?B�C5�C?5�9?B237BBI�W<7�PMK�>DBC576?D>;7B�;<7�4>@2D2;27B�>38�E5C@78?57B�?B78�;C�=>3?4>@;?57�E<>5=>@7?;2@>D�>38�82>63CB;2@�E5C8?@;B�23�;<7�Z32;78�[;>;7B�C5�4C5�B>D7�23;<7�Z32;78�[;>;7BI�[?@<�4>@2D2;27B�=?B;�97�5762B;7578�G2;<�;<7�PMK�>38�>DD�E5C8?@;B�=>87�23�B?@<�4>@2D2;27B�=?B;�97�=>3?4>@;?578�23>@@C58>3@7�G2;<�̂6CC8�=>3?4>@;?5236�E5>@;2@7B_�7B;>9D2B<78�9:�;<7�PMKI�\C=ED2>3@7�G2;<�6CC8�=>3?4>@;?5236�E5>@;2@7B�576?D>;2C3B57S?257B�;<7�8782@>;2C3�C4�B?9B;>3;2>D�57BC?5@7B�>38�57S?257B�B263242@>3;�@CB;BI�W<7�PMK�E752C82@>DD:�23BE7@;B�C?5�=>3?4>@;?52364>@2D2;27B�>38�E5C@78?57B�;C�>BB?57�@C=ED2>3@7I�W<7�PMK�>EE5CH>D�;C�=>3?4>@;?57�>�85?6�2B�B2;7XBE7@242@I�J3�;<7�7H73;�>3�>EE5CH78=>3?4>@;?5236�4>@2D2;:�4C5�>�E>5;2@?D>5�85?6�97@C=7B�23CE75>9D7A�C9;>23236�;<7�57S?2578�PMK�>EE5CH>D�;C�=>3?4>@;?57�B?@<�85?6�>;�>82447573;�=>3?4>@;?5236�B2;7�@C?D8�57B?D;�23�E5C8?@;2C3�87D>:BA�G<2@<�@C?D8�>8H75B7D:�>447@;�C?5�9?B237BB�>38�57B?D;B�C4�CE75>;2C3BI�J3>882;2C3A�23�@C337@;2C3�G2;<�2;B�57H27G�C4�C?5�>EED2@>;2C3B�4C5�37G�E5C8?@;BA�;<7�PMK�@C38?@;B�E57X>EE5CH>D�>38�ECB;X>EE5CH>D�57H27GB>38�ED>3;�23BE7@;2C3B�;C�87;75=237�G<7;<75�C?5�B:B;7=B�>38�E5C@78?57B�@C=ED:�G2;<�6CC8�=>3?4>@;?5236�E5>@;2@7B�>38�C;<75�PMK576?D>;2C3BI�K=C36�C;<75�;<236BA�;<7�PMK�=>:�G2;<<CD8�>EE5CH>D�C4�LMKBA�KLMKB�C5�C;<75�E5C8?@;�>EED2@>;2C3B�C4�>�4>@2D2;:�248742@273@27B�>57�4C?38�>;�;<>;�4>@2D2;:I�̀738C5B�;<>;�B?EED:�?B�G2;<�4232B<78�E5C8?@;B�C5�@C=EC373;B�;<>;�G7�?B7�;C�=>3?4>@;?57A�E>@V>67C5�D>97D�E5C8?@;B�>57�B?9a7@;�;C�B2=2D>5�576?D>;2C3�>38�E752C82@�23BE7@;2C3BI�����PCDDCG236�B?@<�23BE7@;2C3BA�;<7�PMK�=>:�2BB?7�3C;2@7B�C3�PC5=�NbQ�>38�G>53236�D7;;75B�;<>;�@C?D8�@>?B7�?B�;C�=C824:�@75;>23>@;2H2;27B�2873;24278�8?5236�;<7�23BE7@;2C3I�K�PC5=�NbQ�3C;2@7�2B�67375>DD:�2BB?78�>;�;<7�@C3@D?B2C3�C4�>3�PMK�23BE7@;2C3�>38�D2B;B@C382;2C3B�;<7�PMK�23H7B;26>;C5B�97D27H7�=>:�H2CD>;7�6CC8�=>3?4>@;?5236�E5>@;2@7B�C5�C;<75�PMK�576?D>;2C3BI�P>2D?57�;C�@C=ED:�G2;<PMK�C5�C;<75�6CH753=73;>D�576?D>;2C3B�@>3�57B?D;�23�4237BA�?3>3;2@2E>;78�@C=ED2>3@7�7TE7382;?57BA�57@>DD�C5�B72c?57�C4�E5C8?@;BA�;C;>D�C5E>5;2>D�B?BE73B2C3�C4�E5C8?@;2C3�>38dC5�82B;529?;2C3A�B?BE73B2C3�C4�;<7�PMKFB�57H27G�C4�LMKBA�KLMKB�C5�C;<75�E5C8?@;�>EED2@>;2C3BA734C5@7=73;�>@;2C3BA�23a?3@;2C3B�>38�@52=23>D�E5CB7@?;2C3I�Z3875�@75;>23�@25@?=B;>3@7B�;<7�PMK�>DBC�<>B�;<7�>?;<C52;:�;C�57HCV7E57H2C?BD:�65>3;78�85?6�>EE5CH>DBI�����W<7�7HCDH236�>38�@C=ED7T�3>;?57�C4�576?D>;C5:�57S?257=73;BA�;<7�95C>8�>?;<C52;:�>38�82B@57;2C3�C4�;<7�PMK�>38�;<7�B7H757D:�<26<D7H7D�C4�576?D>;C5:�CH75B26<;�57B?D;�23�>�@C3;23?236�ECBB292D2;:�;<>;�G7�=>:�97�>8H75B7D:�>447@;78�9:�576?D>;C5:�>@;2C3B�87BE2;7�C?5744C5;B�;C�=>23;>23�@C=ED2>3@7�G2;<�576?D>;C5:�57S?257=73;BI ee
14



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& �"��"!

'()*+�,-�.,/0+/01�����23�45567683�78�9:;�<=>7<6?7683>�83�@4<A=763B�8C�DE4<@4?=F76?4G�D<85F?7>H�>=I=<4G�87E=<�7JD=>�8C�>747=�435�C=5=<4G�G4K>�E4I=�L==34DDG6=5�78�<=>7<6?7�?=<7463�@4<A=763B�D<4?76?=>�63�7E=�DE4<@4?=F76?4G�635F>7<J�63�<=?=37�J=4<>M�NE=>=�G4K>�63?GF5=�4376OA6?AL4?A�>747F7=>435�C4G>=�?G46@>�>747F7=>M�����NE=�C=5=<4G�E=4G7E�?4<=�D<8B<4@�4376OA6?AL4?A�>747F7=�D<8E6L67>H�4@83B�87E=<�7E63B>H�A38K63BGJ�435�K6GGCFGGJ�8CC=<63BH�D4J63BH>8G6?6763BH�8<�<=?=6I63B�<=@F3=<47683�78�635F?=�8<�63�<=7F<3�C8<�DF<?E4>63BH�G=4>63BH�8<5=<63BH�8<�4<<43B63B�C8<�7E=�DF<?E4>=H�G=4>=H�8<8<5=<�8C�43J�E=4G7E�?4<=�67=@�8<�>=<I6?=�<=6@LF<>4LG=�F35=<�P=56?4<=H�P=56?465H�8<�87E=<�C=5=<4GGJ�C6343?=5�E=4G7E?4<=�D<8B<4@>M�NE6>>747F7=�E4>�L==3�637=<D<=7=5�78�4DDGJ�78�4<<43B=@=37>�L=7K==3�DE4<@4?=F76?4G�435�5=I6?=�@43FC4?7F<=<>�83�83=�E435�435�D<=>?<6L=<>HDF<?E4>=<>H�435�C8<@FG4<J�@434B=<>�83�7E=�87E=<M�;G7E8FBE�7E=<=�4<=�4�3F@L=<�8C�>747F78<J�=Q=@D7683>�435�<=BFG478<J�>4C=�E4<L8<>D<87=?763B�?=<7463�?8@@83�4?76I676=>�C<8@�D<8>=?F7683H�7E=�=Q=@D7683>�435�>4C=�E4<L8<>�4<=�5<4K3�34<<8KGJH�435�D<4?76?=>�7E47�63I8GI=<=@F3=<47683�637=35=5�78�635F?=�D<=>?<6L63BH�DF<?E4>=>H�8<�<=?8@@=3547683>�@4J�L=�>FLR=?7�78�>?<F763J�6C�7E=J�58�387�SF4G6CJ�C8<�43=Q=@D7683�8<�>4C=�E4<L8<M�����9=5=<4G�C4G>=�?G46@>�G4K>�D<8E6L67H�4@83B�87E=<�7E63B>H�43J�D=<>83�C<8@�A38K63BGJ�D<=>=3763BH�8<�?4F>63B�78�L=�D<=>=37=5H�4�C4G>=?G46@�C8<�D4J@=37�78�7E=�C=5=<4G�B8I=<3@=37H�8<�A38K63BGJ�@4A63BH�8<�?4F>63B�78�L=�@45=H�4�C4G>=�>747=@=37�78�B=7�4�C4G>=�?G46@�D465MNE=�@4R8<67J�8C�>747=>�4G>8�E4I=�>747F7=>�8<�<=BFG47683>�>6@6G4<�78�7E=�C=5=<4G�4376OA6?AL4?A�G4K�435�C4G>=�?G46@>�G4K>H�KE6?E�4DDGJ�7867=@>�435�>=<I6?=>�<=6@LF<>=5�F35=<�P=56?465�435�87E=<�>747=�D<8B<4@>H�8<H�63�>=I=<4G�>747=>H�4DDGJ�<=B4<5G=>>�8C�7E=�D4J8<M�T43?7683>F35=<�7E=>=�C=5=<4G�435�>747=�G4K>�@4J�63?GF5=�?6I6G�@83=74<J�D=34G76=>H�=Q?GF>683�8C�4�@43FC4?7F<=<U>�D<85F?7>�C<8@�<=6@LF<>=@=37F35=<�B8I=<3@=37�D<8B<4@>H�?<6@634G�C63=>H�435�6@D<6>83@=37M�����V=?4F>=�8C�7E=�L<=457E�8C�7E=>=�G4K>�435�7E=�34<<8K3=>>�8C�7E=�>4C=�E4<L8<>H�67�6>�D8>>6LG=�7E47�>8@=�8C�8F<�LF>63=>>�4?76I676=>�?8FG5L=�>FLR=?7�78�?E4GG=3B=�F35=<�83=�8<�@8<=�8C�>F?E�G4K>M�TF?E�4�?E4GG=3B=�?8FG5�E4I=�4�@47=<64G�45I=<>=�=CC=?7�83�8F<�LF>63=>>H�C6343?64G?83567683�435�<=>FG7>�8C�8D=<47683>M�����23�?833=?7683�K67E�8F<�4?76I676=>�8F7>65=�7E=�W367=5�T747=>H�K=�4<=�4G>8�>FLR=?7�78�<=BFG478<J�<=SF6<=@=37>�B8I=<363B�7E=�7=>763BH4DD<8I4GH�@43FC4?7F<=H�G4L=G63BH�@4<A=763B�435�>4G=�8C�DE4<@4?=F76?4G�435�564B38>76?�D<85F?7>H�KE6?E�<=SF6<=@=37>�I4<J�C<8@�?8F37<J78�?8F37<JM�XE=7E=<�8<�387�9:;�4DD<8I4G�E4>�L==3�8L7463=5�C8<�4�D<85F?7H�4DD<8I4G�8C�7E=�D<85F?7�LJ�?8@D4<4LG=�<=BFG478<J�4F7E8<676=>8C�C8<=6B3�?8F37<6=>�@F>7�L=�8L7463=5�D<68<�78�@4<A=763B�7E=�D<85F?7�63�7E8>=�?8F37<6=>M�NE=�4DD<8I4G�D<8?=>>�@4J�L=�@8<=�8<�G=>><6B8<8F>�C<8@�?8F37<J�78�?8F37<JH�435�7E=�76@=�<=SF6<=5�C8<�4DD<8I4G�@4J�L=�G83B=<�8<�>E8<7=<�7E43�7E47�<=SF6<=5�63�7E=�W367=5�T747=>MY8�4>>F<43?=�?43�L=�B6I=3�7E47�?G636?4G�>7F56=>�?835F?7=5�8F7>65=�8C�43J�?8F37<J�K6GG�L=�4??=D7=5�LJ�>F?E�?8F37<JH�435�7E=�4DD<8I4G�8C43J�DE4<@4?=F76?4G�8<�564B38>76?�D<85F?7�63�83=�?8F37<J�58=>�387�4>>F<=�7E47�>F?E�D<85F?7�K6GG�L=�4DD<8I=5�63�4387E=<�?8F37<JM�����NE=�C=5=<4G�435�>747=�B8I=<3@=37>�63�7E=�W367=5�T747=>H�4>�K=GG�4>�@43J�C8<=6B3�B8I=<3@=37>H�63?GF563B�7E=�W367=5�Z63B58@H�C<8@76@=�78�76@=�=QDG8<=�K4J>�78�<=5F?=�@=56?4G�?4<=�?8>7>�7E<8FBE�E=4G7E�?4<=�<=C8<@M�NE=>=�=CC8<7>�E4I=�<=>FG7=5�63H�4@83B�87E=<�7E63B>HB8I=<3@=37�D8G6?6=>�7E47�=3?8F<4B=�7E=�F>=�8C�L<435�=SF6I4G=37�5<FB>�<47E=<�7E43�L<435�34@=�5<FB>�78�<=5F?=�5<FB�<=6@LF<>=@=37?8>7>M�[6<7F4GGJ�=I=<J�>747=�63�7E=�W367=5�T747=>�E4>�4�L<435�=SF6I4G=37�>FL>767F7683�G4K�KE6?E�D=<@67>�7E=�56>D=3>63B�DE4<@4?6>7�78>FL>767F7=�4�L<435�=SF6I4G=37�5<FB�C8<�7E=�D<=>?<6L=5�L<435�34@=�D<85F?7M�NE=�5=L47=�78�<=C8<@�7E=�W367=5�T747=>U�E=4G7E�?4<=�>J>7=@�6>=QD=?7=5�78�L=�D<87<4?7=5�435�637=3>=M�:F=�78�F3?=<746376=>�<=B4<563B�7E=�FG76@47=�C=47F<=>�8C�<=C8<@�63676476I=>�435�7E=6<�=34?7@=37�4356@DG=@=3747683H�K=�?43387�D<=56?7�KE47�6@D4?7�43J�<=C8<@�D<8D8>4G�FG76@47=GJ�458D7=5�@4J�E4I=�83�7E=�DE4<@4?=F76?4G�8<�564B38>76?635F>7<6=>�8<�83�8F<�LF>63=>>�8<�8D=<4763B�<=>FG7>M \]
15

2/13/24, 1:22 PM lvax Corporation

Table of Contents

In addition to FDArestrictions on marketing ofpharmaceutical products, several other types of state and federal laws have been
applied to restrict certain marketing practices in the pharmaceutical industry in recent years. These laws include anti-kickback statutes
and false claimsstatutes.

The federal health care program anti-kickback statute prohibits, among other things, knowingly and willfully offering, paying,
soliciting, or receiving remuneration to induceorin return for purchasing, leasing, ordering, or arranging for the purchase,lease, or
order of any health care item or service reimbursable under Medicare, Medicaid, or other federally financed healthcare programs. This
statute has been interpreted to apply to arrangements between pharmaceutical and device manufacturers on one hand and prescribers,
purchasers, and formulary managers on the other. Although there are a numberofstatutory exemptions and regulatory safe harbors
protecting certain commonactivities from prosecution, the exemptions and safe harbors are drawn narrowly, and practices that involve
remuneration intended to induce prescribing, purchases, or recommendations may be subject to scrutiny if they do not qualify for an
exemption or safe harbor.

Federal false claims laws prohibit, among other things, any person from knowingly presenting, or causing to be presented, a false
claim for paymentto the federal government, or knowingly making, or causing to be made,a false statementto get a false claim paid.
The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, which apply to
items and services reimbursed under Medicaid and other state programs,or, in several states, apply regardless of the payor. Sanctions
under these federal and state laws may include civil monetary penalties, exclusion of a manufacturer’s products from reimbursement
under government programs, criminal fines, and imprisonment.

Becauseofthe breadth ofthese laws and the narrownessofthe safe harbors,it is possible that some of our business activities could
be subject to challenge under one or more of such laws. Such a challenge could have a material adverse effect on our business, financial
condition and results of operations.

In connection with our activities outside the United States, we are also subject to regulatory requirements governingthe testing,
approval, manufacture, labeling, marketing and sale ofpharmaceutical and diagnostic products, which requirements vary from country
to country. Whether or not FDA approval has been obtained for a product, approval ofthe product by comparable regulatory authorities
of foreign countries must be obtained prior to marketing the product in those countries. The approval process may be moreorless
rigorous from country to country, and the time required for approval may be longeror shorter than that required in the United States.
No assurancecan be given that clinical studies conducted outside of any country will be accepted by such country, and the approval of
any pharmaceutical or diagnostic product in one country does not assure that such product will be approved in another country.

The federal and state governments in the United States, as well as many foreign governments, including the United Kingdom,from
time to time explore ways to reduce medical care costs through health care reform. These efforts have resulted in, among other things,
governmentpolicies that encourage the use ofbrand equivalent drugs rather than brand name drugs to reduce drug reimbursement
costs. Virtually every state in the United States has a brand equivalent substitution law which permits the dispensing pharmacist to
substitute a brand equivalent drug for the prescribed brand nameproduct. The debate to reform the United States’ health care system is
expected to be protracted and intense. Dueto uncertainties regarding the ultimate features of reform initiatives and their enactment and
implementation, we cannot predict what impact any reform proposal ultimately adopted may have on the pharmaceutical or diagnostic
industries or on our business or operating results.
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equivalents of such products may be entitled to a 180-day period ofmarketing exclusivity under the Hatch-WaxmanAct. During this
exclusivity period, the FDA cannot approve any other generic equivalent. Ifwe are not the first brand equivalent applicant, our brand
equivalent product will be kept off the market during the 180-day exclusivity period for the first brand equivalent commercial launch of
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Underthe Federal Food, Drug, and Cosmetic Act, an additional six months ofmarket exclusivity in the United States may be added
for indications ofnew or currently marketed drugs, if the FDA requests and the applicant completes agreed upon pediatric studies.
Brand name companiesareutilizing this provision to increase their period ofmarket exclusivity.

A significant amount of our United States brand equivalent pharmaceutical sales are madeto a relatively small numberofdrug
wholesalers andretail drug chains, which represent an essential part of the distribution chain ofbrand equivalent pharmaceutical
products in the United States. Drug wholesalers andretail drug chains have undergone, and are continuing to undergo, significant
consolidation, which has resulted in our customers gaining more purchasing leverage and consequently increasing the pricing pressures
facing our United States brand equivalent pharmaceutical business. Further consolidation among our customers mayresult in even
greater pricing pressures and correspondingly reduce our market share, volumes and the gross marginsofthis business.

Other competitive factors affecting our business include the emergenceof large buying groups representing independentretail
pharmacies and the prevalence and influence ofmanaged care organizations and similar institutions, which are able to seek price
discounts on pharmaceutical products, and the reimbursementpolicies of third party payors, such as insurance companies, Medicare
and Medicaid. As the influence of these entities continues to grow, we may continueto face increased pricing pressure on the products
we market.

Backlog Orders

The dollar amount ofbacklog orders for [VAX Pharmaceuticals was $12.7 million as of January 30, 2005, compared to $9.5 million
as ofJanuary 30, 2004, and for IVAX Pharmaceuticals UK it was $3.2 million as of January 30, 2005, compared to $1.1 million as of
January 30, 2004. We expectto fill all of our backlog orders during our current fiscal year.

Raw Materials

Webelieve that raw materials needed for our business are generally readily available from multiple sources. Certain raw materials
and components used in the manufacture of our products are, however, available from limited sources, and in somecases, a single
approved source. A problem with the availability of raw materials could cause production or other delays, and, in the case ofproducts
for which only one approved raw material supplier exists, could result in a material loss of sales, with consequent adverse effects on
our business. Additionally, in some cases we havelisted only one supplier in applications with the FDA. Because raw material sources
for pharmaceutical products must generally be approved by regulatory authorities, changes in raw material suppliers or the designation
of a new supplier may result in production delays, higher raw material costs and loss of sales and customers. We obtain a significant
portion of our raw materials from foreign suppliers, and our arrangements with such suppliers are subject to FDA, customs and other
governmentclearances, duties and regulation by the countries of origin.

Returns

Basedon industry practice in the United States, brand equivalent manufacturers, including us, have liberal return policies and have
been willing to give customers post-sale inventory allowances. Underthese arrangements, the manufacturers give customers credits on
the manufacturer’s brand equivalent products which the customers hold in inventory after decreases in the market prices of the brand
equivalent products.
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certification for the listed patent. If the volumeorpricing of our largest selling products declines in the future, our business, financial
condition and results of operations could be materially adversely affected.

A significant portion of our net revenues are derived from sales to a limited numberof foreign and domestic customers. Any
significant reduction or loss ofbusiness with one or several of these customers could have a material adverse effect on our business,
financial condition and results of operations. Further, somedistributors of our products have been reported to have experienced
financial difficulties. Any economic difficulties faced by significant customers could have a material adverse effect on our business,
financial condition and results of operations.

Wedependon our patents and proprietary rights and cannot be certain of their confidentiality and protection.

Our success with our proprietary products depends, in large part, on our ability to protect our current and future technologies and
products and to defend our intellectual property rights. Ifwe fail to adequately protect our intellectual property, competitors may
manufacture and market products similar to ours. We have numerouspatents covering our technologies. We havefiled, and expect to
continue tofile, patent applications seeking to protect newly developed technologies and products in various countries, including the
United States. The United States Patent and Trademark Office does not publish patent applications or make information about pending
applications available to the public until it issues the patent. Since publication of discoveries in the scientific or patentliterature tends to
follow actual discovery by several months, we cannot be certain that we werethefirst to file patent applications on our discoveries. We
cannot be sure that we will receive patents for any of our patent applications or that any existing or future patents that we receive or
license will provide competitive advantages for our products. We also cannot be sure that competitors will not challenge, invalidate or
void the application of any existing or future patents that we receiveorlicense. In addition, patent rights may not prevent our
competitors from developing, using or selling products that are similar or functionally equivalent to our products.

Wealso rely on trade secrets, unpatented proprietary know-how and continuing technological innovation. We use confidentiality
agreements with licensees, suppliers, employees and consultants to protect our trade secrets, unpatented proprietary know-how and
continuing technological innovation. We cannot assure you that these parties will not breach their agreements with us. We also cannot
be certain that we will have adequate remedies for any breach. Disputes may arise concerning the ownershipofintellectual property or
the applicability of confidentiality agreements. Furthermore, we cannot be sure that our trade secrets and proprietary technology will
not otherwise become known orthat our competitors will not independently develop our trade secrets and proprietary technology. We
also cannot be sure, ifwe do not receive patents for products arising from research, that we will be able to maintain the confidentiality
ofinformation relating to our products.

Third parties may claim that we infringe their proprietary rights and may prevent us from manufacturing andselling some of
our products or result in claims for substantial damages.

The manufacture, use and sale ofnew products that are the subject of conflicting patent rights have been the subject of substantial
litigation in the pharmaceutical industry. These lawsuits relate to the validity and infringement ofpatents or proprietary rights of third
parties. We may have to defend against charges that we violated patents or proprietary rights of third parties. This is especially true for
the sale of the brand equivalent version ofproducts on which the patent covering the branded product is expiring, an area where
infringementlitigation is prevalent. Our defense against charges that we infringed third party patents or proprietary rights could require
us to incur substantial expense and to divert significant effort of our technical and management personnel. Ifwe infringe on the rights
of others, we could lose our right to develop or make some products or could be required to pay monetary damagesorroyalties to
license proprietary rights from third parties.
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Although the parties to patent and intellectual property disputes in the pharmaceutical industry have often settled their disputes
through licensing or similar arrangements, the costs associated with these arrangements may be substantial and could include ongoing
royalties. Furthermore, we cannot be certain that the necessary licenses would be available to us on terms webelieve to be acceptable.
As a result, an adverse determination in a judicial or administrative proceeding or failure to obtain necessary licenses could prevent us
from manufacturing and selling a numberofour products.

The outcomeofpatent litigation is difficult to predict because of the uncertainties inherent in litigation. Our results of operations,
financial condition and cash flows could be adversely affected by a delay in obtaining FDA approval to market our products as a result
ofpatent litigation, a delay in obtaining judicial decisions in such litigation, the expenseoflitigation whether or not weare ultimately
successful, the diversion of the attention ofmanagement and our technical personnelasaresult ofthe litigation, or an adverse outcome
in suchlitigation. Litigation could prevent us from selling affected products, result in substantial damages or result in the payment of a
substantial settlement amount.

Moreover, we often encounter substantial delays in obtaining judicial decisions in connection with patent litigation. During such
delays, additional competition mayarise, the brand product maybe offered as a licensed generic or an OTC product, other brand
products may be introduced and promotedto prescribers instead of or in addition to the brand product, additional exclusivities may be
awardedto the brand product, additional patents that cover the brand product mayissue or be listed in the Orange Book,the labeling of
the brand product may changeor other matters occur that could delay brand equivalent competition or lessen our economic opportunity
for our product.

Because wecould invest a significant amount of time and expense in the development of our brand equivalent pharmaceutical
products only to be subject to significant additional delays and changes in the economic prospects for our product, we may consider
seeking to commercialize our productpriorto final resolution of the pending litigation. The risk involved in marketing products prior to
final resolution ofthe litigation can be substantial because the remedies available to the ownerofa patent for infringement could
include, among other things, damages measuredbythe profits lost by the patent owner andnot by the profits earned by theinfringer.
Becauseofthe discount pricing typically involved with brand equivalent pharmaceutical products, patented brand products generally
realize a significantly higher profit margin than brand equivalent pharmaceutical products.In the case ofa willful infringer, the
definition ofwhich is unclear, these damages may even be trebled. This profit differential can act as a disincentive to the patent owner
to settle patentlitigation on terms that could allow our products to be marketed upon the settlement of suchlitigation. However,in
order to realize the economic benefits of some of our products, we may decideto risk an amount, which exceeds the profit we
anticipate making on our product, or even theselling price for such product.

We maynot be able to use raw materials purchased or inventories of products made in advanceoffinal approvals or
satisfactory resolution of patentlitigation.

From time to time, we purchase raw materials and make commercial quantities of our product candidates priorto the date that we
receive FDAfinal marketing approvalor satisfactory resolution of the patent infringementlitigation, if any. Purchase of raw materials
and production ofpre-launch inventories involves the risks that such product(s) may not be approved for marketing by the FDA on a
timely basis or ever, that the results of related litigation may not be satisfactory or that we may notbe ableto find alternative uses for
such materials or inventory. If any of these events were to occur or the launch of such productsis significantly postponed, we may be
required to reassess the net realizable value of the related raw materials or inventory and could, in such case, incur a charge, which may
be significant, to write down the value of such materials or inventory. As ofDecember 31, 2004, we had approximately $33.2 million
of
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inventories, primarily raw materials, related to certain products pending final approval and/or satisfactory resolution oflitigation.

Ournet revenues andprofits will be negatively impacted if we are unable to replace or renew license fees, royalties and
developmentservice fees as the existing related agreements expire or are terminated.

Aspart ofour ongoing business strategy we enter into collaborative alliances and license arrangements, which permit us to reduce
our developmentcosts and often involve the receipt of an up-front payment, payment of fees upon completion of certain development
milestones and also provide for royalties based upon sales of the products after successful development. We havereceived significant
payments in the past from these arrangements and expect that payments from these arrangements will continue to be an importantpart
of our business. Our future net revenues and profits will depend and will fluctuate from period to period, in part, based upon:

* our ability to continue to enter into collaborative alliances and license agreements, which provide for up-front payments,
milestone payments androyalties;

* our ability to replace or renew license fees, royalties and developmentservice fees as the existing related agreements expire or
are terminated; and

* our ability to achieve the milestones specified in our license and development agreements.

Ifwe are unsuccessful in our collaborations or licensing arrangements our operating results could suffer.

We have made investments in certain collaborations and licensing arrangements and may use these and other methods to develop or
commercialize products in the future. These arrangements typically involve other pharmaceutical companiesas partners that may be
competitors of ours in certain markets. In many instances, we will not control these collaborations or the commercial exploitation of the
licensed products, and cannot assure you that these ventures will be profitable.

Ourresearch and development expenditures will negatively impact our earningsin the short term.

Wespent approximately $141.6 million during 2004 on our research and developmentefforts. This amountrepresents a significant
increase in the amounts weallocated to research and development in prior periods. We mayin the future increase the amounts we spend
on research and development. As a result, our research and development expenditures may have an adverse impact on our earnings in
the short term. Further, we cannot be sure that our research and development expenditures will, in the long term, result in the discovery
or development of commercially successful products.

Disruption of production at our principal manufacturing facility could have a material adverse effect on our business, financial
condition and results of operations.

Although we have otherfacilities, a significant amount of our brand equivalent products are produced at our largest manufacturing
facility in Puerto Rico. A significant disruption at that facility, even on a short-term basis, could impair our ability to produce and ship
products on a timely basis, which could have a material adverse effect on our business, financial condition and results of operations.
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* the timing of orders from distributors and mix of sales among our customers.
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executives regarding these allegations. There may be further allegations covering additional products. The civil claims seek damages
against all defendants in excess of $245 million, plus interests and costs.

Although webelieve that we have valid defenses to these claims, there can be no assuranceas to the outcomeofthese matters, and a
loss in any of these cases, or in similar cases which may be brought in the future, could materially and adversely affect future results of
operationsor our financial position. Additionally, whether or not we are ultimately successful in these claims, defending against the
growing numberofthese suits, the expenseoflitigation, and the diversion of the attention ofmanagementwill also have an adverse
affect on our results of operations.

Compliance with governmental regulationis critical to our business.

Our pharmaceutical and diagnostic operations are subject to extensive regulation by governmental authorities in the United States
and other countries with respect to the testing, approval, manufacture, labeling, marketing and sale ofpharmaceutical and diagnostic
products. Our inability or delay in receiving, or the loss of any regulatory approval could have a material adverse effect on our results
of operations. The evolving and complex nature of regulatory requirements, the broad authority and discretion of the FDA andthe
extremely high level of regulatory oversight result in a continuing possibility that we may be adversely affected by regulatory actions
despite our efforts to maintain compliance with regulatory requirements.

The FDA maycausea recall or withdraw product approvals if regulatory standards are not maintained. The FDA approvalto
manufacture a drugis site-specific. In the event an approved manufacturing facility for a particular drug becomesinoperable, obtaining
the required FDA approval to manufacture such drugat a different manufacturing site could result in production delays, which could
adversely affect our business and results of operations.

We cannot predict the extent to which we maybeaffected by legislative and regulatory developments. We are dependent on
receiving FDA and other governmentalor third party approvals to manufacture, market and ship our products. Consequently, there is
always a risk that we will not obtain FDAor other necessary approvals,or that the rate, timing and cost of such approvals,will
adversely affect our product introduction plans or results of operations. We carry inventories of certain products in anticipation of
launch and if such products are not subsequently launched or are not launched when anticipated, we may be required to write-off the
related inventory.

The concentration of ownership among our executive officers and directors may permit those personsto influence our
corporate matters and policies.

AsofFebruary 28, 2005, our executive officers and directors had or shared voting control over approximately 30% of our common
stock. As a result, these persons may havethe ability to significantly influence the election of the members of our board of directors
and other corporate decisions.

Rising insurance costs could negatively impact profitability.

The cost of insurance, including director and officer, workers compensation, property, productliability and generalliability
insurance, rose significantly in the past several years and could continueto increase in 2005. Additionally, insurers are continually
excluding certain products from productliability coverage. In response, we may increase deductibles and/or decrease certain coverages
to mitigate these costs. These increases, and our increased risk due to increased deductibles and reduced coverages, could have a
negative impact on our results of operations, financial condition and cash flows.
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* our ability to develop and market our soft steroid compound for inflammatory bowel diseases, bronchial asthmaand allergic
rhinitis;

* our ability to develop and market loteprednol etabonate for the treatmentofallergic rhinitis and

30

https://www.sec.gov/Archives/edgar/data/772 197/000095014405002659/g93824e10vk.htm 37/150
37



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& �$��"!

'()*+�,-�.,/0+/01� ���234567898:;<69�<8=2;7;8=>?�� @��8A4�6B;9;7C�78�>ADD9353=7�8A4�D847E89;8�8E�B46=2�3FA;G693=7�D482A<7>�BC�35DH6>;I;=:�7H3�23G398D53=7�8E�>393<732�B46=23FA;G693=7�D482A<7>?�� @��8A4�6B;9;7C�78�23G398D�84�9;<3=>3�D48D4;3764C�D482A<7>�E84�;=2;<67;8=>�H6G;=:�964:3�D67;3=7�D8DA967;8=>J�84�E84�KH;<H�9;5;732�84;=623FA673�7436753=7>�3L;>7?�� @��8A4�<6D6<;7C�78�6<<3934673�D482A<7�23G398D53=7�6=2�<85534<;69;I67;8=�BC�;=M9;<3=>;=:�D482A<7>�6=2�BC�23G398D;=:�=3K�28>6:3E845>�84�=3K�7H346D3A7;<�;=2;<67;8=>�E84�3L;>7;=:�D482A<7>?�� @��6=7;<;D6732�743=2>�;=�7H3�DH6456<3A7;<69�;=2A>74C�6=2�7H3�3EE3<7�8E�73<H=898:;<69�62G6=<3>�8=�<85D37;7;8=?�� @��8A4�6B;9;7C�78�432A<3�8A4�B6<N98:�6=2�56=AE6<7A43J�8B76;=�6=2�56;=76;=�6�>AEE;<;3=7�>ADD9C�8E�D482A<7>�78�5337�564N37�2356=2J4376;=�8A4�<A>78534>�6=2�5337�<8=746<7A69�23629;=3>�6=2�7345>?�� @��8A4�6B;9;7C�78�43D6C�<6>H�658A=7>�2A3�AD8=�7H3�<8=G34>;8=�84�56=26784C�43DA4<H6>3�8E�<3476;=�8E�8A4�;=23B732=3>>?�� @��7H67�8A4�D48D8>32�>D3=2;=:�8=�E6<;9;7;3>�;5D48G353=7�6=2�3LD6=>;8=�56C�=87�B3�6>�D48O3<732?�� @��8A4�6B;9;7C�78�8B76;=�6=2�56;=76;=�PQR�6DD48G69�8E�8A4�56=AE6<7A4;=:�E6<;9;7;3>J�7H3�E6;9A43�8E�KH;<H�<8A92�43>A97�;=�D482A<7;8=>78DD6:3�84�2396C>?�� @��8A4�3>7;5673>�43:642;=:�7H3�<6D6<;7C�8E�8A4�E6<;9;7;3>?�� @��8A4�;=73=7;8=�78�EA=2�STTU�<6D;769�3LD3=2;7A43>�6=2�43>364<H�6=2�23G398D53=7�E485�3L;>7;=:�<6>H�6=2�;=734=699C�:3=346732�EA=2>?�� @��A=<3476;=7;3>�43:642;=:�7H3�8A7<853�8E�D3=2;=:�;=G3>7;:67;8=>J�9;7;:67;8=J�D482A<7�43<699>�6=2�87H34�23G398D53=7>�6EE3<7;=:�7H3DH6456<3A7;<69�;=2A>74C?�6=2�� @��87H34�567734>V WX

38

2/13/24, 1:22 PM lvax Corporation

Table of Contents

dermatological conditions;

* our ability to supplementour portfolio ofbrand equivalent products by emphasizing the developmentof selected brand
equivalent products;

* our ability to develop or license proprietary products for indications having large patient populations, or for which limited or
inadequate treatments exist;

* our capacity to accelerate product development and commercialization by in-licensing products and by developing new dosage
forms or new therapeutic indications for existing products;

* anticipated trends in the pharmaceutical industry and the effect of technological advances on competition;

* our ability to reduce our backlog and manufacture, obtain and maintain a sufficient supply ofproducts to meet market demand,
retain our customers and meet contractual deadlines and terms;

* our ability to repay cash amounts due upon the conversion or mandatory repurchase of certain of our indebtedness;

* that our proposed spending onfacilities improvement and expansion may notbe as projected;

* our ability to obtain and maintain FDA approval of our manufacturing facilities, the failure ofwhich could result in production
stoppage or delays;

* our estimates regarding the capacity of our facilities;

* our intention to fund 2005 capital expenditures and research and development from existing cash and internally generated funds;

* uncertainties regarding the outcome ofpending investigations,litigation, product recalls and other developments affecting the
pharmaceutical industry; and

* other matters.
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* our ability to use inventory and raw materials in the mannerinitially intended or to find alternative uses, to the extent such
inventory and raw materials relate to products pending final
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approvalor satisfactory resolution oflitigation, if such approvalor resolution is not obtained;

* the impact ofthe adoption of certain accounting standards;

* our success in acquiring or licensing proprietary technologies that are necessary for our product developmentactivities;

* the impactofpolitical and economicinstability in the countries in which we operate;

* our successful compliance with extensive, costly, complex and evolving governmental regulations andrestrictions;

* the use of estimates in the preparation of our financial statement and the possibility that these assumptions may proveincorrect,
incomplete or may change;

* our reliance on third-party data for many of our significant estimates;

* our ability to continue to document, maintain and test the effectiveness of our internal control systems and procedures and
implement any improvements that may be necessary in order for us to comply with the requirements ofthe Sarbanes-Oxley Act
of2002 Section 404;

* our ability to identify potential acquisitions and to successfully acquire and integrate such operations or products;

* our ability to incur additional indebtedness in the future, in connection with acquisitions or otherwise;

* our ability to successfully compete in both the branded and brand equivalent pharmaceutical sectors;

* uncertainties concerning our ability to finance or otherwise repay amounts due upon the conversion or mandatory repurchase of
certain ofour indebtedness;

* trade buying patterns;

* trends toward managedcare and health care cost containment;

* possible United States legislation or regulatory action affecting, among other things, pharmaceuticalpricing and reimbursement,
including Medicaid and Medicare;

* interest rate and foreign currency exchangerate fluctuation; and

* other risks and uncertainties detailed herein and from timeto time in our Securities and Exchange Commissionfilings.

Other factors besides those listed here could also adversely affect us. Forward-looking statements, therefore, should be considered in
light of all of the information included or referred to in this annual report on Form 10-K, including the cautionary information set forth
under the heading “Risk Factors” beginning on page 16. We caution you notto place significant reliance on these forward-looking
statements.

Except as otherwise expressly indicated, the information in this Form 10-K is as ofDecember 31, 2004. You should know that we
also make additional disclosures in our Quarterly Reports on Form 10-Q and Current Reports on Form 8-K that wefile from time to
time with the Securities and Exchange Commission and that information in those subsequent reports may update or supercede any
information contained in this Form 10-K. However, we undertake no obligation to publicly update any forward-looking statements,
whetheras a result ofnew information, future events or otherwise, except as required by applicable law.

Financial Information about Foreign and Domestic Operations

Specific financial information with respect to our segments and our foreign and domestic operations is provided in Note 12,
Business SegmentInformation, in the Notes to Consolidated Financial Statements.
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predict with certainty the outcomeoflitigation, we do not believe this litigation will have a material adverse impact on our financial
condition or results of operation.

Average Wholesale Price (AWP) Litigation

A numberofcounties in the State ofNew York and the City ofNew York City havefiled complaints against [VAX and IPI and other
pharmaceutical companies alleging a scheme to overcharge for prescription drugs paid for by Medicaid, a portion of whichis paid for
by these New York municipalities. [VAX and IPI have been namedas defendants in actions filed by the County of Suffolk, the County
ofWestchester, the County ofNassau, the County ofOnondaga, and the City ofNew York and in each of these cases, the plaintiff seeks
the recovery ofunspecified damages, includingrestitution, treble and punitive damages,civil penalties, interest and attorneys fees.
Eachofthese actions was filed in the United States District Court for the applicable district in New York and, thereafter, was either
transferred to the United States District Court for the District of Massachusetts as part of the Pharmaceutical Industry Average
Wholesale Price Multi-District Litigation, MDL 1456 (MDL),oris in the process ofbeing transferred to the MDL. The Countyof
Suffolk vs. Abbott Laboratories, Inc. et al. action (Suffolk Action) has been treated as the lead case. In the Suffolk Action the court
dismissed IVAX and IPI from the complaint by order dated October 26, 2004. Notwithstanding this dismissal, the County of Suffolk
has indicated an intent to file an amended complaint naming IVAX andIPI as defendants. By stipulation ofthe parties, the remaining
New York City and New York county actions are being held in abeyance pendinga final ruling on the motions to dismiss the Suffolk
Action. We intend to vigorously defend ourselves in these actions.

IVAX and IPI were named as defendants, along with other generic drug manufacturers, in The Commonwealth ofMassachusetts vs.
Mylan Laboratories, et al., filed in the United States District Court for the District ofMassachusetts (Massachusetts Action). The
Massachusetts Action alleges that through fraudulent and deceptive schemesthirteen manufacturers of generic pharmaceuticals caused
Massachusetts to overpay pharmacies by inflating the wholesale acquisition cost of drugs. The state seeks unspecified damages,
including injunctive relief, restitution, treble damages, civil penalties, interest, attorney fees and investigation andlitigation costs. The
case is pending before the same judge that is handling the MDL. The defendants in the Massachusetts Action moved to dismiss the
complaint and by order dated February 4, 2005, the Court denied the motion in part, granted the motion in part, and deferred ruling in
part. An additional ruling on the motion is expected. We intend to vigorously defend ourselves in this action.

A numberofstates have filed actions against [VAX and IPI and other pharmaceutical companies alleging schemes to overcharge for
prescription drugs paid for by Medicaid. TVAX and IPI have been named as defendants in the following actions filed by the State of
Wisconsin, the Commonwealth ofKentucky, the State ofAlabama, and the State of Illinois. VAX and IPI were added as defendants in
State ofWisconsin vs. Abbott Laboratories,Inc., et al., Circuit Court ofDane County, Case No. 04 CV 1709 on November1, 2004.
IVAX andIPI were named as defendants in Commonwealth ofKentucky vs. Alpharma, Inc., Franklin Circuit Court, Case No. 04-CI-
1487 on November4, 2004. IVAX and IPI were named as defendants in State ofAlabama vs. Abbott Laboratories,Inc.,etal., Circuit
Court ofMontgomery County, Case No. CV-2005-219 on January 26, 2005. [VAX and IPI were named as defendants in The People of
the State of Illinois vs. Abbott Laboratories,Inc., Circuit Court of Cook County, Case No. 05CH02474 on February 7, 2005. In each of
these actions, the States seek unspecified damages, including treble and punitive damages,interest, civil penalties and attorneys fees.
Weintend to vigorously defend ourselves in these actions.

 

 

IPI, along with numerous other pharmaceutical companies, has received inquiries from and responded to requests for records and
information from the Committee on Energy and Commerceofthe United States House ofRepresentatives in connection with the
Committee’s investigation into certain
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damagesfrom the defendants, jointly and severally, which plaintiff alleges exceedsthirty billion dollars, plus the recovery of attorneys’
fees, interest, civil penalties, costs, and other relief. On February 23, 2004, plaintiff was granted leave to file a second amended
complaint, in response to which wefiled a motion to dismiss the action in its entirety. On January 4, 2005, the District Court entered an
order dismissing the Second Amended Complaint with prejudice and entered judgmentin favorofall the named defendants.It is
unclear whetherthe plaintiff intends to appeal this decision.

Patent Litigation

IPI filed ANDA’s under paragraph IV ofHatch-Waxman Act to market and sell various strengths of generic gabapentin capsules and
tablets, a product marketed by Warner-Lambert underthe trademark Neurontin®.Asa result of the filing of these ANDAs, Warner
Lambert Company, Pfizer and Godecke Aktiengesellschaft filed three separate suits against us and our affiliates for patent
infringement. These three consolidated actions are now pending in the United States District Court for the District ofNew Jersey. Civil
Action No. 00-6073 was filed December 14, 2000, Civil Action No. 01-0193 was filed January 12, 2001 and Civil Action No. 01-1537
wasfiled February 3, 2001. The three suits have been consolidated in a multidistrict litigation in the District ofNew Jersey with several
other cases broughtbyplaintiffs against other companies seeking to market generic gabapentin. We, along with the other defendants in
the consolidated actions, moved for summary judgment ofnon-infringement and invalidity ofWarner-Lambert’s patents on various
grounds. Oral argument on these motions were held in November 2004. In August 2004, based on our decision to begin commercial
sales ofnon-AB-rated gabapentin tablets, Warner-Lambert sought a temporary restraining order and a preliminary injunction in an
effort to prevent us from doing so. Warner-Lambert’s request was denied, and we commenced commercialsale of our non-AB-rated
gabapentin tablets on August 18, 2004. We also intend to commence commercial sales of the AB-rated gabapentin capsules and tablets
shortly prior to the expiration of applicable Hatch-Waxman exclusivity periods as a result of a settlement reached with the generic
manufacturer awarded the exclusivity by the FDA. While we expect to be successful in our defense, in the event the court determines
that we infringed a valid patent ofWarner-Lambert’s in our sales of gabapentin,it will result in an injunction against us preventing
further sales and substantial damages which could exceed our profit or selling price for these products.

Environmental Matters

On July 16, 2003, API received an EPA letter requesting API to submit a revised Solid Waste Management Unit (SWMU) Plan,
including additional sampling and investigation elements, concerning the alleged presence of isopropyl ether (IPE) in its facility. This
matter was tenderedto the sellers ofAPI for indemnity based on the terms of the API purchase agreement, but sellers have denied
responsibility for this claim. On November7, 2003, API filed its response to the EPA’s July 16, 2003, letter and submitted a revised
SWMU Planto cooperate with the agency. On April 27, 2004, the EPA requested API to further address certain groundwater
contaminantissues, including monitoring and sampling,relating to the presence of IPE inits facility. On June 14, 2004, API responded
to the EPA’s April 27, 2004,letter and submitted a revised SWMU Plan. On November8, 2004, API received the EPA’s approvalofthe
SWMU Plan Revision 3.0 dated November 2, 2004. API will now engage in the necessary efforts to conduct the actions delineated in
the referenced approvedplan.

On November3, 2004, API received a Notice ofDeficiency whereby the EPAstates that it is the agency’s position that one of the
incinerators at the company’s plant must be decontaminated and closed pursuant to 40 CFR § 264.351. EPA basesits position on the
company’s failure to present a Notice of Intent to Comply (NIC) with MACTfor such incinerator (due in 1999). API agreed to submit a
revised Closure Plan for EPA’s review and approval and a revised RCRA Part B application reflecting this closure was filed on
February 15, 2005. At this time weare waiting for the agency’s response.
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Other Litigation

Weare involved in various other legal proceedings arising in the ordinary course ofbusiness, some ofwhich involve substantial
amounts. In order to obtain brand equivalent approvals prior to the expiration ofpatents on branded products, and to benefit from the
exclusivity allowed to ANDA applicants that successfully challenge these patents, we frequently become involved in patent
infringementlitigation brought by branded pharmaceutical companies. Although these lawsuits involve products that are not yet
marketed and therefore pose little or no risk of liability for damages, the legal fees and costs incurred in defending suchlitigation can
be substantial. While it is not feasible to predict or determine the outcomeorthe total cost of these proceedings, in the opinion of
management, based on a review with legal counsel, any losses resulting from such legal proceedings will not have a material adverse
impact on our financial position or results of operations.

Weintend to vigorously defend each ofthe foregoing lawsuits, but their respective outcomes cannot be predicted. Any of such
lawsuits, if determined adversely to us, could have a material adverse effect on our financial position and results of operations. Our
ultimate liability with respect to any of the foregoing proceedingsis not presently determinable.
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2/13/24, 1:22 PM lvax Corporation

relating to prior years’ tax issues at three of our foreign subsidiaries, that on review were determined to no longer be necessary,
partially offset by $2.8 million of additional valuation allowance recorded against a deferred tax asset at another European
subsidiary. The total impact of these changes increased net income by $10.9 million, or $0.04 per diluted share.
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'()*+�,-�.,/0+/01�����234567�89:�;:<=6>�?3@48:4�=A�BCCDE�F:�4:<=4>:>�56<=G:�A4=G�>5;<=68563:>�=H:4@85=6;�=A�IBBJB�G5KK5=6E�6:8�=A�8@L�=A�IMBJN�G5KK5=6E=4�ICJCO�H:4�>5K38:>�;9@4:E�4:;3K8567�A4=G�@�63GP:4�=A�@74::G:68;�A=4�<:48@56�H@8:68�@6>�H4=>3<8�45798;�@6>�89:�;:88K:G:68�=A�K5857@85=64:K@8:>�8=�@�<=68567:68�;@K:�H45<:�>5;H38:�A4=G�=34�MOOQ�;@K:�=A�R<S@FE�T6<J�8=�UJ�U4@36�R:K;367:6�VSJ�W6>:4�89:;:�@74::G:68;E�F:4:<:5X:>�IMDJO�G5KK5=6�=A�<@;9E�6:8�=A�4:K@8:>�:LH:6;:;�56<344:>�56�BCCDE�@6>�4:<=4>:>�@�<344:68�8@L�H@Y@PK:�=A�IZJM�G5KK5=6J�T6�@>>585=6E89:�@74::G:68;�H4=X5>:�A=4�@>>585=6@K�H@YG:68;�8=8@K567�IBZJZ�G5KK5=6�>3:�56�A5X:�@HH4=L5G@8:KY�:?3@K�@663@K�56;8@KKG:68;E�F95<9�F:4:4:<=4>:>�@;�@�4:<:5X@PK:�>5;<=368:>�@8�[\J�]:�@K;=�@<<43:>�IMĴ�G5KK5=6�=A�@>>585=6@K�A::;�4:K@8:>�8=�89:�;:88K:G:68�@6>�@�>:A:44:>�8@LK5@P5K58Y�=A�IQJQ�G5KK5=6J�V;�=A�_@63@4Y�ME�BCCBE�F:�4:<=4>:>�@�<3G3K@85X:�<9@67:�56�@<<=368567�H456<5HK:�<4:>58�56�89:�@G=368�=AI[JB�G5KK5=6E�=4�ICJCB�H:4�>5K38:>�;9@4:E�56�@<<=4>@6<:�F589�̀8@8:G:68�=A�a56@6<5@K�V<<=368567�̀8@6>@4>;�b̀aV̀ c�d=J�M[ME�efghijggklmnhiophligJ�����q,r+st/�.urr+/vw�����x34�;@K:;�PY�;3P;5>5@45:;�K=<@8:>�=38;5>:�89:�W658:>�̀8@8:;�@<<=368:>�A=4�@HH4=L5G@8:KY�ZM\�=A�=34�F=4K>F5>:�;@K:;�56�BCC[�@6>BCCDJ�y9:�G@z=458Y�=A�89:;:�;@K:;�F:4:�>:6=G56@8:>�56�<344:6<5:;�=A�89:�K=<@K�<=3684YJ�V;�;3<9E�=34�4:H=48:>�H4=A58;�@6>�<@;9�AK=F;�@4::LH=;:>�8=�<9@67:;�56�<344:6<Y�:L<9@67:�4@8:;J�TA�89:�W658:>�̀8@8:;�>=KK@4�F:@{:6;�4:K@85X:�8=�89:�A=4:576�<344:6<YE�89:�:@46567;7:6:4@8:>�56�89:�A=4:576�<344:6<Y�F5KKE�56�:AA:<8E�56<4:@;:�F9:6�<=6X:48:>�568=�W658:>�̀8@8:;�>=KK@4;�@6>�X5<:�X:4;@J�V;�@�4:;3K8�=A:L<9@67:�4@8:�>5AA:4:6<:;E�6:8�4:X:63:;�56<4:@;:>�PY�IQDĴ�G5KK5=6�A=4�89:�Y:@4�:6>:>�2:<:GP:4�DME�BCC[E�@;�<=GH@4:>�8=�89:�Y:@4:6>:>�2:<:GP:4�DME�BCCDE�@6>�56<4:@;:>�PY�ID[JN�G5KK5=6�A=4�89:�Y:@4�:6>:>�2:<:GP:4�DME�BCCDE�@;�<=GH@4:>�8=�89:�Y:@4�:6>:>2:<:GP:4�DME�BCCBJ |+v+/0*w�}11u+~��vv,u/0s/t��0(/~(r~1�����x6�̀:H8:GP:4�DCE�BCC[E�89:��G:47567�T;;3:;�y@;{�a=4<:�b�Tyac�=A�89:�a56@6<5@K�V<<=368567�̀8@6>@4>;�U=@4>�baV̀ Uc�4:@<9:>�@<=6<K3;5=6�=6�T;;3:�d=J�C[�NE���j����j�p�l��kliphi�jip���kli�j�phn�j��jnp�li��h�fpj���o�ihi�g��j����o�j��<=6<K3>567�89@8�<=68567:68KY<=6X:485PK:�>:P8�56;843G:68;�;9=3K>�P:�56<K3>:>�56�>5K38:>�:@46567;�H:4�;9@4:�<=GH38@85=6;�b5A�>5K385X:c�4:7@4>K:;;�=A�F9:89:4�89:G@4{:8�H45<:�84577:4�b=4�=89:4�<=68567:68�A:@834:c�9@;�P::6�G:8J�y95;�<=6;:6;3;�5;�:AA:<85X:�A=4�4:H=48567�H:45=>;�:6>567�@A8:42:<:GP:4�MZE�BCC[E�@6>�4:?354:;�H45=4�H:45=>�:@46567;�H:4�;9@4:�@G=368;�H4:;:68:>�A=4�<=GH@4@85X:�H34H=;:;�8=�P:�4:;8@8:>�385K5�567�@84@6;585=6�G:89=>J�y9:�84@6;585=6�G:89=>�@74::>�3H=6�PY�89:��Tya�5;�@�G=>5A5:>�4:;8@8:G:68�@HH4=@<9�89@8�4:;3K8;�56�@�<=GH@6Y@HHKY567�89:�<=6;:6;3;�8=�89:�8:4G;�=A�89:�;:<3458Y�@8�89:�@>=H85=6�>@8:J�V;�;3<9E�5A�89:�8:4G;�=A�89:�;:<3458Y�@4:�<9@67:>�H45=4�8=�89:@>=H85=6�>@8:E�58�5;�89:�<9@67:>�8:4G;�8=�F95<9�89:�<=6;:6;3;�5;�@HHK5:>J�]:�@>=H8:>�89:�<=6;:6;3;�56�89:�A=3489�?3@48:4�=A�BCC[J�y9:5GH@<8�=A�@>=H85=6�9@;�4:>3<:>�=34�4:H=48:>�>5K38:>�:@46567;�H:4�;9@4:�A=4�:@<9�=A�89:�894::�G=689�H:45=>;�:6>:>�R@4<9�DME�BCC[E_36:�DCE�BCC[E�@6>�2:<:GP:4�DME�BCC[E�PY�ICJCM�H:4�;9@4:�@6>�A=4�89:�Y:@4�:6>:>�2:<:GP:4�DME�BCC[�PY�ICJCD�H:4�;9@4:J�y9:4:�F@;�6=5GH@<8�=6�89:�H45=4�Y:@4;��4:H=48:>�>5K38:>�:@46567;�H:4�;9@4:J�T6�4:;H=6;:�8=�89:�@>=H85=6�=A�89:�<=6;:6;3;E�=6�a:P43@4Y�BDE�BCCZE�F:<=GHK:8:>�@6�:L<9@67:�=AA:4�H34;3@68�8=�F95<9�F:�=AA:4:>�8=�:L<9@67:�:@<9�IMECCC�H456<5H@K�@G=368�=A�=34�=38;8@6>567�MJZ\<=6X:485PK:�;:65=4�6=8:;�>3:�BCB[�bxK>�MJZ\�d=8:;c�89@8�F@;�X@K5>KY�8:6>:4:>�@6>�@<<:H8:>�A=4�:L<9@67:�A=4�b5c�IMECCC�H456<5H@K@G=368�=A�=34�6:F�MJZ\�<=6X:485PK:�;:65=4�6=8:;�>3:�BCB[�bd:F�MJZ\�d=8:;c��@6>�b55c�@�=6:�85G:�<@;9�H@YG:68�:?3@K�8=�IBJZC�H:4IMECCC�H456<5H@K�@G=368�=A�;3<9�xK>�MJZ\�d=8:;�X@K5>KY�8:6>:4:>�@6>�@<<:H8:>�A=4�:L<9@67:J�y9:�d:F�MJZ\�d=8:;�@4:�;3P;8@685@KKY5>:685<@K�8=�89:�xK>�MJZ\�d=8:;�:L<:H8�89@8�89:�d:F�MJZ\�d=8:;�<=68@56�@��6:8�;9@4:�;:88K:G:68��A:@834:�36>:4�F95<9�F:�<=GG588:>�8=H@Y�3H�8=�89:�H456<5H@K�@G=368�=A�89:�d:F�MJZ\�d=8:;�56�<@;9�3H=6�<=6X:4;5=6J�V;�@�4:;3K8E�F:�P:K5:X:�F:�F5KK�P:�@PK:�8=�@<<=368�A=489:�d:F�MJZ\�d=8:;�36>:4�89:��84:@;34Y�;8=<{��G:89=>E�F95<9�5;�7:6:4@KKY�:LH:<8:>�8=�P:�K:;;�>5K385X:�8=�:@46567;�H:4�;9@4:�89@6�89:�5A��<=6X:48:>��G:89=>�H4:;<45P:>�PY��Tya�T;;3:�d=J�C[�NJ�����x6�d=X:GP:4�B[E�BCC[E�89:�aV̀ U�5;;3:>�̀aV̀ �d=J�MZME��i�jipl���klgpg��@6�@G:6>G:68�=A�V�U�d=J�[DE��9@H8:4�[E�F95<9�<K@45A5:;89:�@<<=368567�A=4�@P6=4G@K�@G=368;�=A�5>K:�A@<5K58Y�:LH:6;:E�A4:5798E�9@6>K567�<=;8;E�@6>�F@;8:>�G@8:45@K�8=�P:�4:<=765�:>�@;�<344:68H:45=>�<9@47:;J�T6�@>>585=6E�895;�̀8@8:G:68�4:?354:;�89@8�@KK=<@85=6�=A�A5L:>�H4=>3<85=6�=X:49:@>;�8=�89:�<=;8;�=A�<=6X:4;5=6�P:�P@;:>�=689:�6=4G@K�<@H@<58Y�=A�89:�H4=>3<85=6�A@<5K585:;J�T8�5;�:AA:<85X:�A=4�56X:68=4Y�<=;8;�56<344:>�>34567�A5;<@K�Y:@4;�P:7566567�@A8:4�_36:�MZEBCCZJ�y9:�5GH@<8�=A�@>=H85=6�=A�895;�;8@8:G:68�5;�6=8�:LH:<8:>�8=�P:�;5765A5<@68JZD
64



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& #"��"!
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adversely to us, could have a material adverse effect on our financial position and results of operations. Our ultimate liability with
respect to any of these proceedings is not presently determinable.

Weare involved in various other legal proceedings arising in the ordinary course ofbusiness, some ofwhich involve substantial
amounts. In order to obtain brand equivalent approvals prior to the expiration ofpatents on branded products, and to benefit from the
exclusivity allowed to ANDA applicants that successfully challenge these patents, we frequently become involved in patent
infringementlitigation brought by branded pharmaceutical companies. Although these lawsuits generally involve products that are not
yet marketed and therefore poselittle or no risk of liability for damages, the legal fees and costs incurred in defending suchlitigation
can be substantial. While it is not feasible to predict or determine the outcomeorthe total cost of these proceedings, in our opinion,
based on a review with legal counsel, any losses resulting from such legal proceedings will not have a material adverse impact on our
financial position or results of operations.

69

https://www.sec.gov/Archives/edgar/data/772 197/000095014405002659/g93824e10vk.htm 81/150
81



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& $���"!
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PARTI

Item 10. Directors and Executive Officers of the Registrant
  

The information required by Item 10 is incorporated by reference to our Proxy Statement for our 2005 Annual Meeting of
Shareholders, which will be filed with the Securities and Exchange Commission by April 29, 2005. However, the information
conceming executive officers required by Item 10 is contained in the discussion entitled Executive Officers of the Registrant in Part I
hereof.

Item 11. Executive Compensation

The information required by Item 11 is incorporated by reference to our Proxy Statement for our 2005 Annual Meeting of
Shareholders, which will be filed with the Securities and Exchange Commission by April 29, 2005.

The information required by Item 12 is incorporated by reference to our Proxy Statement for our 2005 Annual Meeting of
Shareholders, which will be filed with the Securities and Exchange Commission by April 29, 2005.

 
Item 13. Certain Relationships and Related Transactions

The information required by Item 13 is incorporated by reference to our Proxy Statement for our 2005 Annual Meeting of
Shareholders, which will be filed with the Securities and Exchange Commission by April 29, 2005.

Item 14. Principal Accountant Fees and Services

The information required by Item 14 is incorporated by reference to our Proxy Statement for our 2005 Annual Meeting of
Shareholders, which will be filed with the Securities and Exchange Commission by April 29, 2005.
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88



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& $ ��"!

'()*+�,-�.,/0+/01 23456'7892�����:;<=;>?@�@A�@BC�<CD;E<CFC?@=�AG�HCI@EA?�JK�A<�JLMNO�AG�@BC�HCI;<E@EC=�PQIB>?RC�SI@�AG�JTKUV�@BC�<CRE=@<>?@�B>=�N;WX�I>;=CN�@BE=�<CYA<@@A�ZC�=ER?CN�A?�E@=�ZCB>WG�ZX�@BC�;?NC<=ER?CNV�@BC<C;?@A�N;WX�>;@BA<E[CN\� � �]̂S_�̀ab:abSc]ad� � �e>@CNf�g><IB�JhV�ijjL kXfl=l�:BEWWEY�m<A=@V�g\e\� �� :BEWWEY�m<A=@V�g\e\� B̀>E<F>?�AG�@BC�kA><N>?N�̀BECG�PQCI;@EnC�aGGEIC<�����:;<=;>?@�@A�@BC�<CD;E<CFC?@=�AG�@BC�HCI;<E@EC=�PQIB>?RC�SI@�AG�JTKUV�@BE=�<CYA<@�B>=�ZCC?�=ER?CN�ZCWAo�ZX�@BC�GAWWAoE?R�YC<=A?=�A?ZCB>WG�AG�@BC�<CRE=@<>?@�>?N�E?�@BC�I>Y>IE@EC=�>?N�A?�@BC�N>@C=�E?NEI>@CN\� � � � �5(p+ � .(q(rs0t � u(0+l=l�:BEWWEY�m<A=@V�g\e\:BEWWEY�m<A=@V�g\e\ � B̀>E<F>?�AG�@BC�kA><N�>?N�̀BECG�PQCI;@EnC�aGGEIC<M:<E?IEY>W�PQCI;@EnC�aGGEIC<O � g><IB�JhV�ijjL� � � � �l=l�cBAF>=�P\�kCEC<cBAF>=�P\�kCEC< � B̀ECG�mE?>?IE>W�aGGEIC<�M:<E?IEY>W�mE?>?IE>W�aGGEIC<O� g><IB�JhV�ijjL� � � � �l=l�cBAF>=�P\�gÌW><XcBAF>=�P\�gÌW><X � B̀ECG�SIIA;?@E?R�aGGEIC<�M:<E?IEY>W�SIIA;?@E?RaGGEIC<O � g><IB�JhV�ijjL� � � � �l=l�kC@@X�v\�SFA=kC@@X�v\�SFA= � eE<CI@A< � g><IBJhV�ijjL� � � � �l=l�g><w�S?N<Co=g><w�S?N<Co= � eE<CI@A< � g><IB�JhV�ijjL� � � � �l=l�P<?=@�kECwC<@V�:B\e\P<?=@�kECwC<@V�:B\e\ � eE<CI@A< � g><IB�JhV�ijjL� � � � �l=l�:>;W�x\�̀Cy>=:>;W�x\�̀Cy>= � eE<CI@A< � g><IB�JhV�ijjLzz
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Management’s Report on Internal Control Over Financial Reporting

Our managementis responsible for establishing and maintaining adequate internal control over financial reporting, as such term is
defined in Exchange Act Rules 13a-15(f). Under the supervision and with the participation of our management, including our CEO and
CFO, we conducted an evaluation of the effectiveness of our internal control over financial reporting based on the framework in
Internal Control—Integrated Framework issued by the Committee of Sponsoring Organizations ofthe Treadway Commission. As
permitted, we have excluded from our evaluation the 2004 acquisitions ofKutnowskie Zaklady Farmaceutyczne “POLFA”SA,
Corporacion MedcoS.A.C., and Botica Torres de Limatambo S.A.C., which are included in the 2004 Consolidated Financial
Statements of[VAX Corporation and which in the aggregate represent 9.3% of consolidated total assets, 16.3% of consolidated
shareholders’ equity as ofDecember 31, 2004, 2.3% of consolidated net revenues and 1.3% of consolidated net incomefor the year
ended December 31, 2004. Based on our evaluation, under the Internal Control—Integrated Framework, our management concluded
that our internal control over financial reporting was effective as ofDecember 31, 2004. Our management’s assessmentofthe
effectiveness of our internal control over financial reporting as ofDecember 31, 2004 has been audited by Ernst & Young LLP, an
independent registered public accounting firm, as stated in their attestation report which is included herein.
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;.69;6?2:4'>:�=4?49.>�;@>>';ABC�DEFGHICJHK�LMNLOD�OLP�HEIPL�JIDIQ� � �� �� �� �� � :+R+S)+T�UVW �� � XYYZ �� XYYU �4;;>'; � �� �� �� �[GPPLCD�IHHLDH\ � �� �� �� �[IHE�ICJ�NIHE�L]Ĝ_ÌLCDH � abcdKcee�� adbfKghi�jIPkLDIl̀L�HLNGP̂D̂LH � � mKine�� � gbKihi�oNNFGCDH�PLNL̂_Il̀LK�CLD�Fp�Ì̀FqICNLH�pFP�JFGlDpG̀�INNFGCDH�Fp�adcKgdg�̂C�giif�ICJ�adhKmhn�̂Cgiib � �bcgKfde�� �gmfKbdh�BC_LCDFP̂LHK�CLD � �ngfKmff�� �fdbKehg�rDELP�NGPPLCD�IHHLDH � �gimKnbn�� �dmiKdeh�� � �� � ��sFDÌ�NGPPLCD�IHHLDH � �dKngdKmfb�� �ccnKhdm�� � �� �� �� �tPFOLPDuK�ÒICD�ICJ�L]ĜOvLCDK�CLD � �mifKmfh�� �nigKcfg�wFFJq̂`̀K�CLD � �megKhhe�� �fecKmmn�BCDICx̂l̀L�IHHLDHK�CLD � �bbmKncf�� �bdfKbmd�rDELP�IHHLDH � � mmKbnh�� � hiKgni�� � �� � ��sFDÌ�IHHLDH � abKgdgKidc�� agKbhgKcbf�� � �� � ��� � �� �� �� �?24=2?2'2>;�49:�;@47>@6?:>7;y�>z<2'{ � �� �� �� �� � �� �� �� �[GPPLCD�̀̂Il̂̀ D̂̂LH\ � �� �� �� �oNNFGCDH�OIuIl̀L � adhhKnbh�� adbcKcci�[GPPLCD�OFPD̂FC�Fp�̀FCx|DLPv�JLlD � � miKdfn�� � neKmih�}FICH�OIuIl̀L � � deKegn�� � dhKeif�oNNPGLJ�̂CNFvL�DIMLH�OIuIl̀L � � bfKdgn�� � ghKcci�oNNPGLJ�LMOLCHLH�ICJ�FDELP�NGPPLCD�̀̂Il̂̀ D̂̂LH � �gehKhec�� �gfgKdne�� � �� � ��sFDÌ�NGPPLCD�̀̂Il̂̀ D̂̂LH � �nheKfgd�� �femKnfc�� � �� �� �� �}FCx|DLPv�JLlDK�CLD�Fp�NGPPLCD�OFPD̂FC � �dKinhKefb�� �ennKbbn�rDELP�̀FCx|DLPv�̀̂Il̂̀ D̂̂LH � � hgKenn�� � nmKgie�jĈFP̂Du�̂CDLPLHD � � dgKnhd�� � dgKnbd�� � �� �� �� �[Fvv̂DvLCDH�ICJ�NFCD̂CxLCN̂LH � �� �� �� �� � �� �� �� �~EIPLEF̀JLPH��L]ĜDu\ � �� �� �� �[FvvFC�HDFNkK�ai�di�OIP�_ÌGLK�IGDEFP̂�LJ�nfmKehn�HEIPLHK�̂HHGLJ�ICJ�FGDHDICĴCx�gmiKnbd�HEIPLHĈ�giif�ICJ�gfnKeen�̂C�giib � � gmKinb�� � gfKnec�[IÔDÌ�̂C�LMNLHH�Fp�OIP�_ÌGL � �nhdKdfb�� �bbmKbdb��LDÎCLJ�LIPĈCxH � �eeeKnib�� �mciKfhm�oNNGvG̀IDLJ�FDELP�NFvOPLELCĤ_L�̂CNFvL�ÀFHHQ � � fKmbi�� � AecKimhQ� � �� � ��sFDÌ�HEIPLEF̀JLPH��L]ĜDu � �dKfciKbgc�� � cmgKbdd�� � �� � ��sFDÌ�̀̂Il̂̀ D̂̂LH�ICJ�HEIPLEF̀JLPH��L]ĜDu � abKgdgKidc�� agKbhgKcbf�� � �� � ������������������������������������������������������������������������������������������������������������������|n
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;.69;6?2:4'>:�;'4'>@>9';�6A�68>74'269;BCD�EFGHIJDKIL�MNOMPE�PMQ�IFJQM�KJEJR� � �� �� �� �� �� �� � S+(T�>/U+U�:+V+W)+T�XYZ �� � [\\] �� [\\X �� [\\[ �M̂E�QM_MDHMI � àLbcdLeab�� àLefgLcch�� àLahdLfee�iGIE�Gj�IJkMI�BMNOkHKlDm�JnGQEloJElGDL�pFlOF�lI�PQMIMDEMK�qMkGpR � �hbrLafr�� �dbaLcbc�� �sscLdgb�� � �� � �� � ��tQGII�PQGjlE � �brfLfhc�� �scbLhrs�� �rccLrcs�� � �� � �� � ��uPMQJElDm�MNPMDIMIv � �� �� �� �� �� �wMkklDm � �fdfLrsh�� �fafLahf�� �asbLhrf�tMDMQJk�JDK�JKnlDlIEQJEl_M � �asfLcha�� �affLeae�� � aabLeas�xMIMJQOF�JDK�KM_MkGPnMDE � �aeaLsge�� �agbLced�� � dsLgea�ynGQEloJElGD�Gj�lDEJDmlqkM�JIIMEI � � ffLebb�� � ahLdah�� � asLarb�xMIEQHOEHQlDm�OGIEI � � aLcde�� � cLdgs�� � eLfef�� � �� � �� � ��zGEJk�GPMQJElDm�MNPMDIMI � �sggLefs�� �essLcdb�� �cbcLbgh�� � �� � �� � ��uPMQJElDm�lDOGnM � �fraLbsd�� �adfLrdb�� �aehLdfd�uEFMQ�lDOGnM�BMNPMDIMRv � �� �� �� �� �� �CDEMQMIE�lDOGnM � � rLrer�� � cLdag�� � bLghg�CDEMQMIE�MNPMDIM � � BeaLefeR� � BecLsgbR� � BebLschRuEFMQ�lDOGnML�DME � � rLbcs�� � aaLdcb�� � sgLcfa�� � �� � �� � ��zGEJk�GEFMQ�lDOGnM�BMNPMDIMR � � BcgLgecR� � BfbLasgR� � ahLddf�� � �� � �� � ��CDOGnM�qMjGQM�lDOGnM�EJNMI�JDK�nlDGQlE{�lDEMQMIE � �ffaLbfe�� �aeeLeab�� �ashLehh�|QG_lIlGD�jGQ�lDOGnM�EJNMI � � fcLdrd�� � erLrrh�� � raLdef�� � �� � �� � ��CDOGnM�qMjGQM�nlDGQlE{�lDEMQMIE � �ahbLgsd�� � hbLbrh�� � aadLdrd�}lDGQlE{�lDEMQMIE � � BegR� � abb�� � bcb�� � �� � �� � ��CDOGnM�jQGn�OGDElDHlDm�GPMQJElGDI � �ahbLgfd�� � hhLged�� � aabLrhr�CDOGnM�jQGn�KlIOGDElDHMK�GPMQJElGDIL�DME�Gj�EJN�Gj�̀afLdsc � � ~�� � ffLfge�� � ~�iHnHkJEl_M�MjjMOE�Gj�JOOGHDElDm�OFJDmM � � ~�� � ~�� � eLasa�� � �� � �� � ��M̂E�lDOGnM � `ahbLgfd�� `afaLfra�� `affLdrs�� � �� � �� � ����JIlO�MJQDlDmI�PMQ�OGnnGD�IFJQMv � �� �� �� �� �� �iGDElDHlDm�GPMQJElGDI � ` g�dh�� ` g�ea�� ` g�eh��lIOGDElDHMK�GPMQJElGDI � � ~�� � g�gh�� � ~�iHnHkJEl_M�MjjMOE�Gj�JOOGHDElDm�OFJDmM � � ~�� � ~�� � g�gf�� � �� � �� � ��M̂E�lDOGnM � ` g�dh�� ` g�rg�� ` g�ra�� � �� � �� � ����lkHEMK�MJQDlDmI�PMQ�OGnnGD�IFJQMv � �� �� �� �� �� �iGDElDHlDm�GPMQJElGDI � ` g�dr�� ` g�eg�� ` g�eb��lIOGDElDHMK�GPMQJElGDI � � ~�� � g�gh�� � ~�iHnHkJEl_M�MjjMOE�Gj�JOOGHDElDm�OFJDmM � � ~�� � ~�� � g�gf�� � �� � �� � ��M̂E�lDOGnM � ` g�dr�� ` g�eh�� ` g�rg�� � �� � �� � ����MlmFEMK�J_MQJmM�DHnqMQ�Gj�OGnnGD�IFJQMI�GHEIEJDKlDmv � �� �� �� �� �� ��JIlO � �fehLfrg�� �feeLrcf�� �fecLdhs�� � �� � �� � ���lkHEMK � �fsbLdhf�� �febLsfr�� �fesLdff�� � �� � �� � �������������������������������������������������������������������������������������������������������������������s
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;.69;6?2:4'>:�;'4'>@>9';�6A�;B47>B6?:>7;C�>D<2'EFGH�IJKLMNHOMP� ��� ���� ���� ���� ���� ���� ���� �� � �� �� �� �� �� �� �� �� �� �� 4QQRSR*(0+T�� � �� � .,SS,/�;0,QU �� .(VW0(*�W/�� �� �� �� �� 60X+Y �� � �� � 9RS)+Y�,-�� �� �� >ZQ+11�,-�� 8R0 �� 7+0(W/+T�� .,SVY+X+/1W[+�� � �� � ;X(Y+1 �� 4S,R/0�� 8(Y�3(*R+�� 6V0W,/1�� >(Y/W/\1�� 2/Q,S+�]?,11̂�� ',0(* �=4?49.>_�̀NHLNab�c_�deed ��dfg_hgf��idf_ghg��ijdj_ckd��ijf_hge��iffh_fhl��i Fcce_gcdP�imck_jgf�nKopaqJqHMrsq�rHtKoqu ��� ���� ���� ���� ���� ���� ���� �vqI�rHtKoq �� w��� w��� w��� w���cdd_mgh��� w���cdd_mgh�xaNHMyNIrKH�NOzLMIoqHI �� w��� w��� w��� w��� w��� Fcef_kchP��Fcef_kchP{HaqNyr|qO�HqI�}NrH�KHNsNryN~yq��Ka�MNyq�q�LrIbMqtLarIrqM�NHOOqarsNIrsqM_�HqI�K��IN� �� w��� w��� w��� w��� w��� chd��� chd�� � � � � � � � � � � � � � � � � � � � � � � � � � ��nKopaqJqHMrsq�rHtKoq��� ���� ���� ���� ���� ���� ��� ck_ced���qatrMq�K��MIKt��KpIrKHM �� kgc��� kg��� g_cmc��� w��� w��� w��� g_dgh�xN��~qHq�rI�K��KpIrKHq�qatrMqM �� w��� w��� c_fhm��� w��� w��� w��� c_fhm��opyKbqq�MIKt��pLatJNMqM �� ll��� ce��� lck��� w��� w��� w��� ldk��qpLatJNMq�K��tKooKH�MIKt���Ff_kgjP�� FfkgP��Ffh_dckP��Fcd_mdgP�� w��� w��� Fgl_fdkP�JNaqM�rMMLqO�IK�MqIIyq�pLIKpIrKHM �� c_dcf��� cdc���dc_kef���Fdc_ldgP�� w��� w��� w��NyLq�K��MIKt��KpIrKHM�rMMLqOIK�HKH�qopyKbqqM �� w��� w��� ckf��� w��� w��� w��� ckf�� � �� � �� � �� � �� � �� � �� � ��=4?49.>_��qtqo~qa�jc_�deed ��dfd_lhg���df_dlh���jeh_gek��� w���ghl_ddg��� Fdcg_chhP��hkf_khj�nKopaqJqHMrsq�rHtKoqu ��� ���� ���� ���� ���� ���� ���� �vqI�rHtKoq �� w��� w��� w��� w���cdc_dgc��� w���cdc_dgc�xaNHMyNIrKH�NOzLMIoqHI �� w��� w��� w��� w��� w��� cdg_hgc���cdg_hgc�{HaqNyr|qO�HqI�}NrH�KHNsNryN~yq��Ka�MNyq�q�LrIbMqtLarIrqM�NHOOqarsNIrsqM_�HqI�K��IN� �� w��� w��� w��� w��� w��� ffk��� ffk�� � � � � � � � � � � � � � � � � � � � � � � � � � ��nKopaqJqHMrsq�rHtKoq��� ���� ���� ���� ���� ���� ���dfm_jge���qatrMq�K��MIKt��KpIrKHM �� d_cjk��� dcf���ch_lhc��� w��� w��� w��� cm_cmg�xN��~qHq�rI�K��KpIrKHq�qatrMqM �� w��� w��� f_dmk��� w��� w��� w��� f_dmk��opyKbqq�MIKt��pLatJNMqM �� ccc��� cc��� c_edm��� w��� w��� w��� c_ejk��qpLatJNMq�K��tKooKH�MIKt��� FkmgP�� FkmP��Fk_lceP�� w��� w��� w��� Fk_llmP�JNaqM�rMMLqO�rH�Nt�LrMrIrKHM�� c_gfh��� cgg���ch_jjg��� w��� w��� w��� ch_fle��NyLq�K��MIKt��KpIrKHM�rMMLqOIK�HKH�qopyKbqqM �� w��� w��� ccf��� w��� w��� w��� ccf�� � �� � �� � �� � �� � �� � �� � ��=4?49.>_��qtqo~qa�jc_�deej ��dfg_kkg���df_gkl���jjh_jcj��� w���hle_fmh��� Fkl_ehmP�� lhd_jcc�nKopaqJqHMrsq�rHtKoqu ��� ���� ���� ���� ���� ���� ���� �vqI�rHtKoq �� w��� w��� w���� ���clk_edm��� w���clk_edm�xaNHMyNIrKH�NOzLMIoqHI �� w��� w��� w���� ��� w��� lf_kdk��� lf_kdk�{HaqNyr|qO�HqI�}NrH�KHNsNryN~yq��Ka�MNyq�q�LrIbMqtLarIrqM�NHOOqarsNIrsqM_�HqI�K��IN� �� w��� w��� w��� w��� w��� Fc_cjcP�� Fc_cjcP� � � � � � � � � � � � � � � � � � � � � � � � � � ��nKopaqJqHMrsq�rHtKoq��� ���� ���� ���� ���� ���� ���dlc_mdf���qatrMq�K��MIKt��KpIrKHM �� c_ljk��� clf���ck_ffj��� w��� w��� w��� ck_hjm�xN��~qHq�rI�K��KpIrKHq�qatrMqM �� w��� w��� g_mmf��� w��� w��� w��� g_mmf��opyKbqq�MIKt��pLatJNMqM �� cee��� ce��� c_gcl��� w��� w��� w��� c_gdl��JNaqM�rMMLqO�rH�Nt�LrMrIrKHM��cd_hek���c_dhe���dek_kcf��� w��� w��� w���dce_emf�
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;.69;6?2:4'>:�;'4'>@>9';�6A�.4;B�A?6C;DEF�GHIJKLFMKN� � �� �� �� �� �� �� � O+(P�>/Q+Q�:+R+S)+P�TUV �� � WXXY �� WXXT �� WXXW �ZLKH�[\I]K�[̂I_�ÌâLGbFc�LdGbebGbaKf � �� �� �� �� �� �gaG�bFdI_a � h ijklmno�� hinilnpi�� hinnlopq�rMsJKG_aFGK�GI�̂adIFdb\a�FaG�bFdI_a�GI�FaG�dLKH�[\I]K�[̂I_�ÌâLGbFc�LdGbebGbaKf � �� �� �� �� �� �taKĜJdGĴbFc�dIKGK � � iluov�� � ulomq�� � vlnvn�wà âdbLGbIF�LFM�L_ÎGbxLGbIF � � knljmu�� � oqlkmk�� � pjlkoo�wa[â̂aM�GLy�DzaFa[bGN�̀̂IebKbIF � � DiqlojuN� � iolmjj�� � DkliimN{Ly�zaFa[bG�I[�KGId|�ÌGbIF�ayâdbKaK � � ploov�� � vlnok�� � ilvqo�}L\Ja�I[�KGId|�ÌGbIFK�bKKJaM�GI�FIF~a_̀ \I�aaK � � nkm�� � iiv�� � ikv��̂IebKbIF�[Î�D̂aeâKL\�I[N�MIJzG[J\�LddIJFGK � � nlqno�� � DiljvkN� � vlnuj��̂IebKbIF�[Î�bFeaFGÎ��IzKI\aKdaFda � � vvlvni�� � uilmio�� � iplvvq�EFGâaKG�Ldd̂aGbIF�IF�FIGaK�̂adabeLz\a�LFM�̀L�Lz\al�FaG � � nlmnq�� � nluok�� � iljup��bFÎbG��bFGâaKG�bF�\IKK�DaL̂FbFcKN � � vm�� � DikkN� � DkukN��JbG��bF�aL̂FbFcK�I[�JFdIFKI\bMLGaM�L[[b\bLGaK � � DiliovN� � DilqvpN� � DkooND�LbFKN�\IKKaK�IF�KL\a�I[�_L̂|aGLz\a�KadĴbGbaK � � DilquvN� � ilimq�� � DvN�LbFK�IF�KL\a�I[�̀̂IMJdG�̂bcHGK � � DipljnqN� �DinlkupN� �DuplipmND�LbFKN�\IKK�IF�KL\a�I[�LKKaGKl�FaG � � DiumN� � iij�� � nljum��IKKaK�DcLbFKN�IF�ayGbFcJbKH_aFG�I[�MazG � � nlmqu�� � DnlunuN� �DioluvqNEFdI_a�[̂I_�MbKdIFGbFJaM�ÌâLGbIFK � � ��� �DnnlnmvN� � ��ZJ_J\LGbea�a[[adG�I[�LddIJFGbFc�dHLFca � � ��� � ��� � DvliqiNZHLFcaK�bF�ÌâLGbFc�LKKaGK�LFM�\bLzb\bGbaKf � �� �� �� �� �� �rddIJFGK�̂adabeLz\a � �DimvlmnuN� �DiklvqpN� � inlvju�EFeaFGÎbaK � � DiiplvpuN� �DiiiljpuN� �DqklpjiN�GHâ�dĴ̂aFG�LKKaGK � � DnulvipN� � qoi�� � DnjuN�GHâ�LKKaGK � � ulmvq�� � opu�� � plkmm�rddIJFGK�̀L�Lz\al�Ldd̂JaM�aỳaFKaK�LFM�IGHâ�dĴ̂aFG�\bLzb\bGbaK � � vqlvnm�� � DulkkmN� � vkluik��GHâ�\IFc~Gâ_�\bLzb\bGbaK � � nlpvk�� � DilnqiN� � qlkni�� � �� � �� � ��gaG�dLKH�[\I]K�[̂I_�ÌâLGbFc�LdGbebGbaK � � iiulmmi�� � knlpjk�� �ipiliuk�� � �� � �� � ���ZLKH�[\I]K�[̂I_�bFeaKGbFc�LdGbebGbaKf � �� �� �� �� �� ��̂IdaaMK�[̂I_�KL\a�I[�̀̂IMJdG�̂bcHGK � � ipljnq�� � inlkup�� � uplipm�ZL̀bGL\�aỳaFMbGĴaK � � DjklkivN� �DjplupkN� �DjklqomN�̂IdaaMK�[̂I_�KL\aK�I[�LKKaGK � � nlmqj�� � nlmnp�� � ilqmn�rd�JbKbGbIFK�I[�bFGLFcbz\a�LKKaGK � � DnlmioN� � DolojkN� �DuklnovNrd�JbKbGbIFK�I[�zJKbFaKKaKl�FaG�I[�dLKH�Ld�Jb̂aM � � DipliiiN� �DnoliimN� � ulqnj�EFeaKG_aFG�bF�L[[b\bLGaK � � jmu�� � ulqpk�� � DulqooN�ĴdHLKaK�I[�_L̂|aGLz\a�KadĴbGbaK � �DilijvluojN� �DuvvloomN� �DvpvlkqvN�̂IdaaMK�[̂I_�KL\aK�I[�_L̂|aGLz\a�KadĴbGbaK � �ilniulqqo�� �upjluoi�� �qmvluoj�gaG�̀̂IdaaMK�[̂I_�MbKdIFGbFJaM�ÌâLGbIFK � � plpmm�� � klknv�� � ��� � �� � �� � ��gaG�dLKH�[\I]K�[̂I_�bFeaKGbFc�LdGbebGbaK � � DonlnpqN� �DkklunuN� � vjlnop�� � �� � �� � ���ZLKH�[\I]K�[̂I_�[bFLFdbFc�LdGbebGbaKf � �� �� �� �� �� ��Î̂I]bFcK�IF�\IFc~Gâ_�MazG�LFM�\ILFK�̀L�Lz\a � � kinlnnp�� � nklpjk�� � inlovp��L�_aFGK�IF�\IFc~Gâ_�MazG�LFM�\ILFK�̀L�Lz\a � �DqnulnmvN� �DqolnjkN� �DiuklkinN�yâdbKa�I[�KGId|�ÌGbIFK�LFM�a_̀ \I�aa�KGId|�̀ĴdHLKaK � � nmliqq�� � iklniu�� � qlikv�tàĴdHLKa�I[�dI__IF�KGId| � � ��� � DkljjoN� �DpjlvnkN� � �� � �� � ��gaG�dLKH�[\I]K�[̂I_�[bFLFdbFc�LdGbebGbaK � � nmjliko�� �DnjlvkvN� �DiojluiiN� � �� � �� � ����[[adG�I[�aydHLFca�̂LGa�dHLFcaK�IF�dLKH�LFM�dLKH�a�JbeL\aFGK � � olokq�� � ivlmoi�� �DnulmmkN� � �� � �� � ��gaG�bFd̂aLKa�DMad̂aLKaN�bF�dLKH�LFM�dLKH�a�JbeL\aFGK � � npoloik�� �DniliukN� � DiljmqNZLKH�LFM�dLKH�a�JbeL\aFGK�LG�GHa�zacbFFbFc�I[�GHa��aL̂ � � iuvlnom�� �ipplvmk�� �ipoluiv�� � �� � �� � ��
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2/13/24, 1:22 PM lvax Corporation

Cash and cash equivalents at the end of the year $ 391,988 $ 134,270 $ 155,408

(Continued)

F-8

https://www.sec.gov/Archives/edgar/data/772 197/000095014405002659/g93824e10vk.htm 101/150
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;.69;6?2:4'>:�;'4'>@>9';�6A�.4;B�A?6C;DEF�GHIJKLFMKNDOIFGPFJLGPIFN� � �� �� �� �� �� �� � Q+(R�>/S+S�:+T+U)+R�VWX �� � YZZ[ �� YZZV �� YZZY �\J]]̂_̀_FGL̂�MPKâIKJb_Kc � �� �� �� �� �� �EFG_b_KG�]LPMd�F_G�Ie�aL]PGL̂Pf_M�PFG_b_KG � ghidjkl�� ghkdmnk�� gjjdmon�� � �� � �� � ��EFaÌ _�GLp�]Lq̀ _FGK � ghjdjhn�� glndkro�� gjmdlsl�� � �� � �� � ��EFaÌ _�GLp�b_eJFMK � g odski�� g t�� g t�� � �� � �� � ��� � �� �� �� �� �� �\J]]̂_̀_FGL̂�KaH_MĴ_�Ie�FIFuaLKH�PFv_KGPFw�LFM�ePFLFaPFw�LaGPvPGP_Kc � �� �� �� �� �� �� � �� �� �� �� �� �xJbaHLK_�Ie�PFGLFwPŷ_�LKK_GK�GHbIJwH�GH_�PKKJLFa_�Ie�M_yG � �� �� �� �� gsrdrlj�� � � � � � � � � � ��� � �� �� �� �� �� �EFeIb̀LGPIF�zPGH�b_K]_aG�GI�La{JPKPGPIFK�LaaIJFG_M�eIb�JFM_b�GH_�]JbaHLK_�̀_GHIM�IeLaaIJFGPFw�PK�KJ̀ L̀bPf_M�LK�eÎ̂IzKc � �� �� �� �� �� �� � �� �� �� �� �� �|LPb�vL̂J_�Ie�LKK_GK�La{JPb_M � gnnhdnhs�� glldskr�� �� �}PLyP̂PGP_K�LKKJ̀ _M � �DlidnlsN� �DjdsojN� �� �� � �� � �� � � � �~_G�LKK_GK�La{JPb_M � �mrdksr�� �lndrnm�� �� �� � �� � �� � � � �� � �� �� �� �� �� �xJbaHLK_�]bPa_c � �� �� �� �� �� �OLKHd�F_G�Ie�aLKH�La{JPb_M � � idmjr�� �ildlki�� �� ��a{JPKPGPIF�aIKGK � �nidjon�� �ndlns�� �� �|IbwPv_F_KK�Ie�FIG_�b_a_PvLŷ_�LFM�b_̂LG_M�aIKG � � hdknm�� � t�� �� �xb_K_FG�vL̂J_�Ie�eJGJb_�̀PFP̀J̀ �bIqL̂Gq�]Lq̀ _FGK � � t�� �jsdmhs�� �� �|LPb�̀Lb�_G�vL̂J_�Ie�KGIa��LFM�I]GPIFK�PKKJ_M � �inrdroj�� �nmdjkr�� �� �� � �� � �� � � � ��IGL̂ � �iikdnrn�� �kidihs�� �� �� � �� � �� � � � �� � �� �� �� �� �� ��IIMzP̂̂ � gnmsdnin�� gjndiii�� �� �� � �� � �� � � � ����������������������������������������������������������������������������������������������������������������|uk
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'()*+�,-�.,/0+/01 2345�.678674'269�49:�;<=;2:2472>;96'>;�'6�.69;6?2:4'>:�@2949.24?�;'4'>A>9';BCD�EFGHIJDKIL�MNOMPE�PMQ�IFJQM�KJEJRSTU�6VW(/XY(0X,/Z�����C[\]�̂GQPGQJE_GD�_I�J�̀HaE_DJE_GDJa�OG̀ PJDb�MDcJcMK�_D�EFM�QMIMJQOFL�KMdMaGP̀ MDEL�̀JDHeJOEHQM�JDK�̀JQfME_Dc�Ge�PFJQ̀JOMHE_OJaPQGKHOEIg�hFMIM�PQGKHOEI�JQM�IGaK�PQ_̀JQ_ab�EG�OHIEG̀ MQI�i_EF_D�EFM�jD_EMK�kEJEMIL�lHQGPM�JDK�mJE_D�\̀ MQ_OJg�\aa�QMeMQMDOMI�EGnC[\]Lo�nGHQLo�nHIo�GQ�niMo�̀MJD�C[\]�̂GQPGQJE_GD�JDK�_EI�IHpI_K_JQ_MI�HDaMII�GEFMQi_IM�QMqH_QMK�pb�EFM�OGDEMNEgSrU�;stt(Vu�,-�;XW/X-Xv(/0�4vv,s/0X/W�8,*XvX+1Z�����wQ_DO_PaMI�Ge�̂GDIGa_KJE_GD�x�hFM�JOOG̀ PJDb_Dc�OGDIGa_KJEMK�e_DJDO_Ja�IEJEM̀MDEI�_DOaHKM�EFM�JOOGHDEI�Ge�C[\]�̂GQPGQJE_GD�JDK_EI�IHpI_K_JQ_MIg�CD�JOOGQKJDOM�i_EF�EFM�PQGd_I_GDI�Ge�y_DJDO_Ja�\OOGHDE_Dc�kEJDKJQKI�zGJQK�By\kzR�CDEMQPQMEJE_GD�{Gg�|}~L���������������������������������������������iM�OGDIGa_KJEM�dJQ_JpaM�_DEMQMIE�MDE_E_MI�eGQ�iF_OF�̀JDJcM̀MDE�FJI�OGDOaHKMK�EFJE�C[\]�_IEFM�PQ_̀JQb�pMDMe_O_JQbg�lDE_E_MI�EFJE�KG�DGE�̀MME�EFM�KMe_D_E_GD�Ge�J�dJQ_JpaM�_DEMQMIE�MDE_Eb�JQM�IHp�MOE�EG�EFM�PQGd_I_GD�Ge�\OOGHDE_Dc~MIMJQOF�zHaaME_D�B\~zR�{Gg���L������������������������������������JDK�JQM�OGDIGa_KJEMK�iFMD�̀JDJcM̀MDE�FJI�KMEMQ̀_DMK�EFJEC[\]�FJI�EFM�OGDEQGaa_Dc�e_DJDO_Ja�_DEMQMIEg�CDdMIÈMDEI�_D�Jee_a_JEMI�QMPQMIMDE_Dc�����EG�����GiDMQIF_P�_DEMQMIEI�JQM�QMOGQKMK�HDKMQEFM�MqH_Eb�̀MEFGK�Ge�JOOGHDE_Dcg�CDdMIÈMDEI�_D�Jee_a_JEMI�QMPQMIMDE_Dc�aMII�EFJD�����GiDMQIF_P�_DEMQMIEI�JQM�QMOGQKMK�JE�OGIEg�hFM_̀DGQ_Eb�_DEMQMIE�FMaK�pb�EF_QK�PJQE_MI�_D�̀J�GQ_Eb�GiDMK�IHpI_K_JQ_MI�_I�IMPJQJEMab�IEJEMKg�\aa�I_cD_e_OJDE�_DEMQOG̀ PJDb�pJaJDOMI�JDKEQJDIJOE_GDI�FJdM�pMMD�Ma_̀_DJEMK�_D�OGDIGa_KJE_GDg�yGQ�PHQPGIMI�Ge�EFMIM�e_DJDO_Ja�IEJEM̀MDEIL�{GQEF�\̀ MQ_OJ�_DOaHKMI�EFM�jD_EMKkEJEMI�JDK�̂JDJKJg��MN_OG�_I�_DOaHKMK�i_EF_D�mJE_D�\̀ MQ_OJg�����~MOaJII_e_OJE_GDI�x�̂MQEJ_D�J̀GHDEI�PQMIMDEMK�_D�EFM�JOOG̀ PJDb_Dc�OGDIGa_KJEMK�e_DJDO_Ja�IEJEM̀MDEI�eGQ�PQ_GQ�PMQ_GKI�FJdM�pMMDQMOaJII_e_MK�EG�OGDeGQ̀�EG�EFM�OHQQMDE�bMJQ�PQMIMDEJE_GDg�CD�EFM�̂GDIGa_KJEMK�zJaJDOM�kFMMEI�JDK�kEJEM̀MDEI�Ge�̂JIF�yaGiIL�iMQMOaJII_e_MK�eQG̀ �OJIF�JDK�OJIF�MqH_dJaMDEI�EG�̀JQfMEJpaM�IMOHQ_E_MI����L}���JI�Ge��MOM̀pMQ���L������JDK����L����JI�Ge��MOM̀pMQ���L����g�����jIM�Ge�lIE_̀JEMI�x�hFM�PQMPJQJE_GD�Ge�e_DJDO_Ja�IEJEM̀MDEI�_D�OGDeGQ̀_Eb�i_EF�JOOGHDE_Dc�PQ_DO_PaMI�cMDMQJaab�JOOMPEMK�_D�EFMjD_EMK�kEJEMI�QMqH_QMI�̀JDJcM̀MDE�EG�̀JfM�MIE_̀JEMI�JDK�JIIH̀ PE_GDI�_D�OMQEJ_D�O_QOH̀ IEJDOMI�EFJE�JeeMOE�EFM�QMPGQEMK�J̀GHDEI�GeJIIMEI�JDK�a_Jp_a_E_MI�JDK�EFM�QMPGQEMK�J̀GHDEI�Ge�QMdMDHMI�JDK�MNPMDIMI�KHQ_Dc�EFM�QMPGQE_Dc�PMQ_GKg�CD�PQMPJQ_Dc�EFMIM�e_DJDO_JaIEJEM̀MDEIL�̀JDJcM̀MDE�FJI�̀JKM�_EI�pMIE�MIE_̀JEMI�JDK��HKc̀ MDEI�Ge�OMQEJ_D�J̀GHDEI�_DOaHKMK�_D�EFM�e_DJDO_Ja�IEJEM̀MDEIL�c_d_Dc�KHMOGDI_KMQJE_GD�EG�̀JEMQ_Ja_Ebg��M�pJIM�GHQ�MIE_̀JEMI�JDK��HKc̀ MDEI�GD�F_IEGQ_OJa�MNPMQ_MDOM�JDK�GEFMQ�JIIH̀ PE_GDI�EFJE�iM�pMa_MdM�JQMQMJIGDJpaMg� GiMdMQL�JPPa_OJE_GD�Ge�EFMIM�JOOGHDE_Dc�PGa_O_MI�_DdGadMI�EFM�MNMQO_IM�Ge��HKc̀ MDE�JDK�HIM�Ge�JIIH̀ PE_GDI�JI�EG�eHEHQMHDOMQEJ_DE_MI�JDKL�JI�J�QMIHaEL�JOEHJa�QMIHaEI�OGHaK�K_eeMQ�̀JEMQ_Jaab�eQG̀ �EFMIM�MIE_̀JEMIg��M�PMQ_GK_OJaab�MdJaHJEM�MIE_̀JEMI�JDKJIIH̀ PE_GDI�HIMK�_D�EFM�PQMPJQJE_GD�Ge�EFM�e_DJDO_Ja�IEJEM̀MDEI�JDK�̀JfM�OFJDcMI�GD�J�PQGIPMOE_dM�pJI_I�iFMD�JK�HIÈMDEI�JQMDMOMIIJQbg�k_cD_e_OJDE�MIE_̀JEMI�_DOaHKM�EFM�JaaGiJDOM�eGQ�KGHpEeHa�JOOGHDEI�QMOM_dJpaML�KMeMQQMK�EJN�JIIMEI�JDK�dJaHJE_GD�JaaGiJDOMIL_DdMDEGQb�iQ_EMKGiDI�JDK�QMIMQdMIL�MDd_QGD̀ MDEJa�QMIMQdMIL�a_E_cJE_GDL�EFM�HIMeHa�a_dMI�Ge�_DEJDc_paM�JIIMEI�JDK�IJaMI�QMEHQDI�JDKJaaGiJDOMIL�_DOaHK_DcL�pHE�DGE�a_̀_EMK�EGL�OFJQcMpJOfIL�QMpJEMIL�QMEHQDI�JDK�IFMae¡IEGOf�JK�HIÈMDEIgy¡��
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Inventories — Inventories are stated at the lowerofcost (first-in, first-out) or market. Components of inventory cost include
materials, labor and manufacturing overhead. In evaluating whether inventory is stated at the lower of cost or market, we consider such
factors as the amount of inventory on hand, estimated time requiredto sell such inventory, remaining shelf life of the inventory and
current market price of the inventory.

Inventories consist of the following:

December31,
2004 2003

Raw materials $194,183 $155,159
Work-in-process 81,202 65,194
Finished goods 249,259 193,519

Total inventories $524,644 $413,872

Pre-launch Inventories — We have made,arein the process ofmaking and/or will scale-up and make commercial quantities of
certain of our product candidates prior to the date we anticipate that such products will receive final FDA or foreign governmental
marketing approval and/orsatisfactory resolution ofpatent infringementlitigation involving them (i.e., pre-launch inventories). The
scale-up and commercial production ofpre-launch inventories involves the risk that such products may not be approved for marketing
by the governmental agencies on a timely basis, or ever, and/or that the outcomeofrelated litigation may not be satisfactory. This risk
notwithstanding, we plan to continue to scale-up and build pre-launch inventories of certain products that have not yet received final
governmental approval and/orsatisfactory resolution ofpatent infringementlitigation when we believe that such action is appropriate
in relation to the commercial value of the product launch opportunity.

AsofDecember 31, 2004, we had approximately $33,198 in inventories, primarily raw materials, relating to products pending
launch while we await receipt of final FDA or foreign governmental marketing approval and/or satisfactory resolution ofpatent
infringementlitigation. Approximately 53% of our pre-launch inventories represents inventories for which the brand product’s patent
protection has expired and we are awaiting regulatory approvalto sell our generic equivalent.

Property, Plant and Equipment — Property, plant and equipmentare carried at cost less accumulated depreciation and amortization
and consist of the following:

December31,
2004 2003

Land $ 38,159 $ 24,758
Buildings and improvements 341,787 255,863
Machinery and equipment 397,340 323,210
Furniture and computer equipment 109,249 92,875
Construction in process 62,382 84,428

Total cost 948,917 781,134
Less: Accumulated depreciation and amortization 344,270 278,192

Property, plant and equipment, net $604,647 $502,942

F-13
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Sale of Subsidiary Stock — Our accounting policy for sales of subsidiary stock is income statement recognition. Accordingly, gains
and losses on sales are recorded in “Other income,net” in the consolidated statement of operations.

Income Taxes — The provision for current incometaxes is based on the consolidated United States entities’ and individual foreign
companies’ estimated tax rates for the applicable year. Deferred taxes are determined utilizing the asset and liability method based on
the estimated future tax effects of differences between the financial accounting and tax basis of assets and liabilities under the
applicable tax laws. Deferred income tax provisions and benefits are based on the changes in the deferred tax asset or tax liability from
period to period (See Note 9, Income Taxes).

Wehave recorded valuation allowances against certain of our deferred tax assets, primarily those that have been generated from net
operating losses in certain taxing jurisdictions. In evaluating whether we would morelikely than not recover these deferred tax assets,
we havenot assumed any future taxable incomein the jurisdictions associated with these carryforwards. Implementation of tax
planning strategies to recover these deferred tax assets or future income generation in these jurisdictions could lead to the reversal of
these valuation allowances and a reduction of income tax expense.

Webelieve that our estimates for the valuation allowances reserved against the deferred tax assets are appropriate based on current
facts and circumstances. However, other people applying reasonable judgmentto the same facts and circumstances could develop a
different estimate of these factors.

Weprepare andfile tax returns based on our interpretation of tax laws and regulations and record estimates based on these
judgments and interpretations. In the normal course ofbusiness, our tax returns are subject to examination by various taxing authorities.
Such examinations mayresult in future tax and interest assessments by these taxing authorities. Inherent uncertainties exist in estimates
of tax contingencies due to changes in tax law resulting from legislation, regulation and/or as concluded through the various
jurisdictions’ tax court systems. Werecorda liability for tax contingencies when webelieveit is probable that we will be assessed and
the amount of the contingency can be reasonably estimated. The tax contingency reserve is adjusted for changes in facts and
circumstances, and additional uncertainties. For example, adjustments could result from significant amendments to existing tax law and
the issuance of regulations or interpretations by the taxing authorities, new information obtained during a tax examination, or resolution
of an examination. We believe that our estimates for tax contingency reserves are appropriate and sufficient to pay assessments that
may result from examinations of our tax returns; however, other people applying reasonable judgmentto the same facts and
circumstances could develop a different estimate and the amount ultimately paid upon resolution of issues raised may differ from the
amounts accrued.
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The estimated fair values of long-term debt and notes payable are as follows:

December31, 20032004

1.5% Convertible Senior Notes due 2024 $ 380,076 $ —_—
1.875% Convertible Senior Notes due 2024 328,022 —
4.5% Convertible Senior Subordinated Notes due 2008 287,273 538,924
5.5% Convertible Senior Subordinated Notes due 2007 — 255,701
QVAR®related payables 25,681 55,368
European respiratory business related payables 26,314 49,003
Mortgage note 14,427 14,857
Other subsidiaries’ debt 39,644 11,814

Total $1,101,437 $925,667

Fair value of the 1.5%, 1.875%, 4.5% and 5.5% Notes is based on available quoted closing market prices. We believe that the
carrying amounts of other debt approximate the fair value dueto it being recently incurred or the short-term nature of the debt.

Thestated future maturities of all long-term debt for the next five years and thereafter are approximately $60,145 for 2005, $15,422
for 2006, $6,351 for 2007, $299,575 for 2008, $3,121 for 2009 and $733,374 thereafter.

(8) Restructuring Costs:

During 2004, weincurred $1,374 of restructuring costs, primarily employee termination benefits, related to restructuring in the
United Kingdom and Peru.

During 2003, weincurred $3,706 ofrestructuring costs, primarily employee termination benefits, related to restructuring in Europe
and Chile.

During 2002, weincurred $4,242 of restructuring costs, which were substantially paid out during the second quarter, at two
subsidiaries, consisting primarily of employee termination benefits.
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2/13/24, 1:22 PM lvax Corporation

 

Tax provision (benefit) 43,146 11,654 9,201 (12,259) 51,742

Income(loss) from continuing operations before minority
interest 84,511 21,376 27,199 (15,329) 117,757

F-42

https://www.sec.gov/Archives/edgar/data/772 197/000095014405002659/g93824e10vk.htm 136/150
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141



��������������	
 ��������������

����������������������������������������� ��!!!! "!���!"!!�#" �� �$����!�%���& �����"!
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ofAero, is the nephew ofDr. Phillip Frost, Chairman and ChiefExecutive Officer of IVAX. Dr. Frost has no stock ownership or other
financial interest in Aero.

(16) Subsequent Events:

OnFebruary 2, 2005, we completed the cash tender offer for an additional 24.89 shares ofPolfa Kutno for approximately $2,744
increasing our ownership percentage to 99.25%.

During February 2005, a wholly-owned subsidiary of [VAX entered into two agreements with InnovaPharm,Inc. Thefirst is a
Services Agreement for Prescription Pharmaceutical Products (Prescription Agreement), pursuant to which InnovaPharm will provide
services and perform certain regulatory functions in Canada with respect to certain designated products. Underthe terms of the
agreement, we will pay InnovaPharm a fee based on a percentageofnet sales for these services. The term of the Prescription
Agreement began upon execution of the agreement and continues through June 30, 2007 with automatic two-year renewals, subject to
our right to terminate the Prescription Agreement on 120 daysnotice prior to each anniversary of the agreement’s execution date. The
second agreement is a Services Agreement for OTC Products (OTC Agreement), pursuant to which InnovaPharm will serve as an
exclusive sales representative in Canada for the promotion of certain designated OTC products. Underthe terms of the agreement, we
will pay InnovaPharm a fee based on a percentageofnet sales for these services. The OTC Agreement has a three-year term, with one-
year renewals upon written consent of the parties. Mr. Tarik Henein, the President and a principal shareholder ofInnovaPharm,is the
son of Dr. Rafick Henein, President and ChiefExecutive Officer of[VAX Pharmaceuticals, Inc. Dr. Henein has no stock ownership or
other financial interest in InnovaPharm.

OnFebruary 15, 2005, we entered into an agreement to acquire Phoenix Scientific, Inc. (Phoenix), a generic veterinary
pharmaceutical manufacturing company. The closing of the acquisition transaction is subject to certain customary conditions including
clearance under the Hart-Scott-Rodino Antitrust Improvement Act and is expected to occur during the second quarter of2005. Under
the terms of the agreement, we will pay a combination of $75,000 in commonstock and $196,850 in cash. We plan to acquire Phoenix
to expand our growth in our existing veterinary operations.

In response to the adoption of the EITF consensus discussed above under Recently Issued Accounting Standards, on February 23,
2005, we completed an exchangeoffer pursuant to which weoffered to exchange each $1,000 principal amountofour (Old 1.5%
Notes) that was validly tendered and accepted for exchange for $1,000 principal amount of our New 1.5% Notes; and a one-time cash
payment equal to $2.50 per $1,000 principal amount of such Old 1.5% Notes validly tendered and accepted for exchange. The New
1.5% Notes are substantially identical to the Old 1.5% Notes except that the New 1.5% Notes contain a “net share settlement” feature
under which we committed to pay up to the principal amount of the New 1.5% Notes in cash upon conversion. By committing to pay
up to the principal amount of the New 1.5% Notes in cash upon conversion, we believe we will be able to account for the New 1.5%
Notes under the “treasury stock” method, which is generally expected to be less dilutive to earnings per share than the “‘if-converted”
method prescribed by EITF Issue No. 04-8. The “treasury stock” method only requires inclusion of the shares to be delivered upon
conversion if our commonstock is trading at a price in excess of the conversion price based on the average trading price during the
preceding quarter and then only to the extent the conversion value is greater than the principal amount of the New 1.5% Notes. We
generally expect that since fewer shares will be included in the numberof fully diluted shares outstanding under the New 1.5% Notes
based on this calculation than would be included for the Old 1.5% Notes underthe “if-converted” method when dilutive, our diluted
earnings pershare will be greater. We accepted for exchange $399,000 of our Old 1.5% Notes for exchange in the exchangeoffer and,
as a result only $1,000 principal amount of the Old 1.5% Notes currently remain outstanding.

F-52
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