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VU CERTIFiEb MAIL 
)3.ETURN RECETPT REOUESTED VIA FEDElXdYEXPRESS 

Abbott Laboratories Laboratories Foumier, S .A 
Attn: Chief Executive Officer Altn: Chief Executive officer 
100 Abbott Park Road 42 Rue de ‘Longvic 
Abbott Park, IL 60064 2 1300 Chenovz 
U.S.A. Prance 

Re: Tricor@/Diwontikmed Fenofibrate Capsules, 200 mg 
NDA 19-304 
Uaited States Patent No. 4,895,726 
Notice of Paramauh N Certification 

Dear Gentlemen: 

We write tn provide notice of ccrGfication on behalf ofReliant Pharmaceuticals, L.L.C 
(‘Reliaut” or “Applicant”) purs ant to \J 505@)(2)(A)(iv) of the Federal Food, Drug and 
Cosmetic Act (‘Yhe Act’*) and 0 314.52 of Title 21 of the Code of Federal Regulations to the 
patent owner and the holder of c above-referenced discontinued New Drug App tic&on. This 
information is provided to the o ners of the patents that are the subject of the notice of 
ctification and the holders of 

r 

e approved applications under 5 505(b) of the Act for the listed 
drug product. 

1. 

2. 

To obtain appm al lo engage in the commercial mantiacture, use OT 

sale ofmicroniz fenofibtie capsules, 43 mg, 87 rng, and 130 mg, . 
Ruliaat subn-dtc to the Food and Dmg Administration (“FDA’) a New 

under $ SOS(b)(Z) of the Act that contains 
or bioequivlence data or information. FDA 

cceptcd the filing of the NDA. 

t’s proposed drug product is RP 1824 fenofibmte 

on for approval of RP 1824 relies upon investigations 
t to the discontinued drug product Tricor@ 200 
by Abbott Laboratories (“+bbott”). 
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6. 

7. 

8. 

9. 

10. 

11. 

12. 

The active ingredient, strengths and dosage forms of RP 1824 are 
m icronized fenofibtie, 43 mg, 87 mg, and 130 mg capsules for oral 
administration. 

Ihe NDA comains a certification that the Applicant intends to market 
RP 1824 before the expiration oEU,S. Patent No. 4,895,726 (‘the ‘726 
Patent”), which expires on January 19,2009. The ‘726 Patent is listed 
in the Approved Dmg Products with Therapeufic Equivalence 
Evaluations (the “Orange Book”) for discontinued Tricor” brand of 
fi=aofibrate capsules, 200 mg. 

The NDA contains a certification that in the Appficantnt’s opinion and to 
the best of its knowledge, the ‘726 patent wilI not be Singed by the 
commercial manufacture, use, or sale of RI’ 1824. 

Reliant hereby offers confidential access to its NDA for RP 2824 
pursuant to 9 505(c)(3)(D)(i)@r) of the Federal Food, IZh-ug and 
Cosmetic Act to the patent owners and the holder of the listed drug 
application for the purpose of determining whether marketing of RF 
1824 would Singe the ‘726 Patent (“the Evaluation”). 

A request for acckss by the patent owner or the holder of the listi drug 
application to R&ant’s NDA unda this off&r of confidential access 
shall be considered acceptance of the offer of confidential access with 
the restrictions as to persons entitled to access, and on the use and 
disposition of sny information accessed, contained in this offer of 
confidential access, and those restrictions and other terms of the offer of 
cotidential access shall be considered terms of an enforceable contract, 

Cc&ide.ntial access shall be lim ited to outside counsel only who, aside 
from tJkr responsibility in connedion with the Evaluation, have no 
(and G.ll have no) competitive decision making role or capacity 
concerning fenafibrate, including but not lim ited to involvement in 
prosecution of patent applications relating to faofibrate. 

A request for access to Reliant’s NbA must be titten, and received by 
Appkant within 14 days E&X r~ipt of this notice of certification. ‘I’k 
roqucst for access must include the names of proposed outside counsel 
that will have access to Applicant’s NDA. 

ID the event Reliant objects to a person list& in the request for Btcess., 
notice must be sent to the patent owncxs and/or the holder of the Lsted 
drug application in w-riling within 7 days- The patent owners and/or the 
holder ofthe listed drug application must provide name(s) of altemates 
in writing within 3 days. 
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13. 

14. 

15. 

16. 

17. 

18. 

ln fhe absence of written permission from Relitit, 2zly peTson provided 
confidential access shall review the application for the sole and limited 
purpose ofev&lating possible infijngement of the parent that is the 
subject of the certification under paragraph 4 505@)(2)(A)(iv) of the 
Act and for no other purpose, and may not diSClOSe information of no 
relevance to any issue of patent tigement to any person other than a 
person provided an offer of confidential access. 

The Evaluation wiU terminate upon rhe earfier of: 

- {a) receipt of written demand by Reliani for return of its ?VDA; 
- (b) expiration of the 45 day period provided for in section 

505(c)[3)(c) of the Federal Food, Drug & Cosmetic Act; or 
. + (c) the filing of a complaint fix patent Xiingement. 

Within 72 hours after termination of the Evaluation, the patent 4wnm 
and the holder of the listed drug application shall, @sent an agreement 
lo the contrary, assemble and return to Relimt aU materials produced in 
accordance with this Notice of Paragraph IV Certification, including all 
copies of such matter which may have been made. Copies containing 
notes or other attorney work product shall be destroyed and such 
destruction shall bc certified in w&ing. 

The patent owners and the holder of the listed drug application 
expressly agree not to disclose Applicants’ NDA in a court filing unless 
an appropriate sealing/confidMiality order is in place. 

This Agreement shall survive termination of the Evaluation. 

This Agreement shall be governed by and interpreted in accordance 
with the laws of the State of New YoI*, without giving effect to 
conflict-of-law rules. The patent owner or the holder of&e listed drug 
application further agree to jurisdiction and venue in the Southern 
District 0fb7~ York in comcction with any dispute arising f&n t& 

Agreement 

Attached is a detailed statement of the factual and legal basis of Reliant’s patent 
certification. This information is supplied for the sole purpose ofcomplying with the above 
ref&nced statutes aad regulations. Neither Reliant rm its attorneys w&e my attorney-client 
privilege or attorney-work-product immunity or any other claims or privileges concerning the 
subject matter of this communication- 
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Reliant expTessly Tesewes the right to develop and make other arguments and assert any 
defenses relating to non-intigement, invalidity andfor unenforceability of fhe claims of the 
‘726 pa-t should grounds become apparent in the future. 

Reliant appoints the following individual as an agent authorized, for the purposes of this 
matter only, lo accept service of process in response to this letter. 

Andrew M. Berdon, Esq. 
QUINNEMANUEL URQUHARTOLNER&H~DGE~,LLP 
335 Madison Avenue, 17* Floor 
New York, New York 10017 
(212) 702-8100 

Vice President, Legal Aff%& 
Reliant Pharmaceuticals, LXX 
110ALlenRoad 
Liberty Comer, New fersey 07938 

-4 - 

@loo4 

'SI-IUNI ZLL318dOXd TV 9t PP 08 CO XVd 8C:ET NRA PO. ZO/OZ 



09/02/04 15:29 FAX 202 942 5212 
--'- ARNOLD & PORJ'ER LLP #002 

ARNOLD &L PORTER U-P Donald 0. Beers 
Donald-Beers@apoMr.cam 

2oz942.5012 
202.9423999 Fax 

555 Twelfth Street, NW 
Washingcon, DC 20064~1206 

September 2,2004 

L/J 

VIA FACSlMILE -2% 

Lyle Jaffe 
Division of Dockets Management 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Docket No. 2004P-0386 

Dear Mr. Jaffe: 

You have brought to my atiemion the fact that a document included in Tab 1 of 
the exhibits to this petition is labeled as confidential. This document was an enclosure in 
a letter from Reliant Pharmaceuticals to Abbott Laboratories and Laboratoires Foumier. 
It thus lost any confidential status it may ever have had when it was communicated to 
Abbott and Foumier. For FDA’s purposes, this document should not be considered to be 
confidential and it may be appropriately placed in the public file. 

Wa$hingtorl, DC New York London Brussels LOS Angeles Century City Nofiem Virginia D6nVer 
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ARNOLD tk PORTER LLP 
202.942.5000 
202.94225999 Fax 

555 Twelfth Street, NW 
Washington, DC 20004-q 206 

Fax Transmittal 

If you experience difficulty receiving this fax transmission, please contact the operator at 202.9425837. 
MESSAGE 

PRIVILEGED AND CONFIDENTIAL 
information intended anry for the use of the addressee named above. If the reader ef this message is not the intended recipient or the 
employee or agent responsible for delivering the message to the intended recipient, please note that any dissemination, distribution or 
copying of this communication is strictly prohibited, Anyone who receives this commllnication in error should notify us immediately by 
telephone and return the original message to us at the above address via the U.S. Mail. 
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DET&I,ED STATEMENT OB WA-AL AND LEGAL BASES FOR RELIANT’S 
OPINION THAT THE ‘726 PATENT Is NOT INFRINGED 

I. XNTRODUCTIO~ AN1, SUMMARY OF ARGUMENTS 

Reliant’s I&P 1524 capsules do not infkge the ‘726 patent either literally or under the 
doctrine of eqt&a.knts. Specifically, the Fcdcral Circuit in 1~ 
Ltd., 323 F.3d 1324 (Fed. Cir. 2003) construed the terms “co-micronized or co-micronization” in 
the claims of the ‘726 patent to mean micronizing fenofibrate and a solid stnfactant together in 
the absence of other excipients. Abbott and Fomier (hereinafter sometimes referred to as the 
“Patentees”) are precluded from relitigatig the ‘726 patent claim construction. 

RP I824 does not litemlly infringe the ‘726 patemt because it will be manufactured using 
fertofibrate that is micronized alone, and not in the presence of a solid surfactant. ln addition, 
when, during the manufacturing process, the knofibrate is combined with a surfactant, other 
excipients are present. Further, d all times during the process when the fenofibratc and the 
snrfactants are mixed, the surktant is dissolved in solution and not “solid” as claimed in the 
‘726 patent. Accordingly, RP 1824 cannot be found to l&ally kfiinge any of the claims ortic 
‘726 patent. 

Nor can the ‘726 patent be epanded to encompass RP 1824 under the doctrine of 
quivalents. More Specifically, the Federal Circuit found that the Patentees relinquished 
coverage of compositions prepared byproccsses in which pro-mictonized fenofibr.te is 
combined with a pro-micronized or non-mi cronized solid surfactant without further co- 
microakaciw. Accordingly, Patentees are estopped from asserting that any claim of the ‘726 
patent encompassw a composition in which fenofibrdte is micronized alone, and then mixed with 
a smfaactant in the presence of other excipients, without further micron&a&n. As the process 
described in ReliaxCs NDA does not include any step in which fenofibrate and a solid surfactant 
are in a mixlure. ia the absence or other excipients, (hat undergoes a micronization step or any 
other step that could mechanically reduce particle size, RP 7 824 does not infringe the claims of 
the ‘726 patent under the doctrine of equivalents. 

Further, ReIiant’s process does not involve micronization of any mixture that includes 
fenofibrate and R solid eurfactant, irrespective of the presace or absence of other excipients, as 
the surfactant used in Reliant’ process is not solid but d.issolved in an aqueous solution prior to 
,mixing with fenofibrate and remains in solution throughout the drying steps. 

Thus, there is no infringement of the ‘726 patent. 

-l- 
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LI. RP 1824 

a 

a 

0 

l 

R&ant proposes to manuf&cture and sell m 1824 fwfibrate CwSUlB that c0nta.h 43 
mg, 87 mg. and 130 mg of micronized fenofibrate. The fcnofibrate used to formulate these 
capsules is micronized alone. Further, the Fenofibrate does not undergo further micronization, or 
any other dq that could mechanic& rtducc particle size, during the fom!ulation process. 
Rather, rhe pn-micxo&ed fenofibrate is mixed in a solution including so&urn lauryl sulfate 
(“SLS”) ad other excipients, and subsequently spray-dried onto inert cores. 

More spe?~ifically, each capsule is filled with beads that comprise, micronized fenofibrate. 
neutral beads, hydroxypropylmethyl cellulose (“HPMC”) 603, SLS, HPMC 606, talc, 
dimethicone and simethicone. RP 1824 till be manufactured by the following process: 
suspending fcnofibrate in an aqueous mixture containing HE’MC 603, SLS, dirnethicone, 
simethicone and talc; spraying the above suspension onto inert cores; drying the coated cores; 
overcoating the dried, coated cores with an aqueous mixture of HPMC 606 and talc to form 
beads; and drying th e ovcrooated cores. The dried beads will then be dispensed into gelatin 
capsules. 

RI’ 1824 will be manufactured by a contract manufacturer wing fenofibrate (hereinafter 
“Active Pha.rmactuticai Tngredient or ‘API?), manufactured by a third party (the “APT 
Sup&$‘). The API Supp& has certified to Relimt that the APT is m&or&& alone: and not in 
the presence of a surf&ant; and that no additives are co-n&ronized with the API. (Attached as 
Exhibit 1). This stalcment is fully supported and evjdchced by the certificate of analysis that 
accompanies each batch of APL (Attachcd gs Exhibit 2). The c&fic;lte of analysis nlakes cl- 
that the APT is 98.5 100 ptrcm~ PWC, ad that any rmbsfzmces other than fenofibrate pmcnt h 
the APT are impurities related to the fenofibrate manufactuting process and not solid surfact&s. 

Finally, the chemistry, manufacturing and controls (“CMC”j section of ihe KP 1824 
NDA confirms that APT does not udergo ma micronization, or any other step that could 
me&a&ally reduce particle size, during the formulation process. 

nL THE ‘726 PATENT 

A The ‘726 Patent Specification 

The ‘726 patent was filed on Janw 19,1989 and issued January 23,199O. The ‘726 
patent names Bernard Curtet, Eric Teillaud. and Philippe Reginault as inventors, and 
Laboratories Fournier. S.A. (“Foumier”) as assignee. Abbott is Foumier’s exclusive licensee 
under the ‘726 patent. The ‘726 patent expires on January 19,2009 and claims priority Iiom 
French Patent 88 02359. tied February 26,198s. 

The ‘726 patent is dirccted to compositions containing fenofibrate co-micronized with a 
solid surfactant The specification states, “co-micronization of feno!Zibrate and a solid btiactant 
(i.e-, the micro&&on of an intimate mixture of fesofibrate and a solid surfactant) makes it 
possible to improve the bioavailabilily of the feaofibratc to a signihcantly greater extent than that 

LOO@ 

a 
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which w&d be achieved either by adding a surfactant, or by micronizing the faoflbrate on its 
own. or by intimately mixing the separately micronized fcnofibrate and surfactant” (‘726 
patent, col. I, lines 25-43). 

The ‘726 patent specification includes data showing that the patenttd composition has 
improved properties relative to formulations in whicl~ (1) a solid stiactant is added to 
fenofibrate (&npliedly without co-micronization); (2) fknofibrate is micronized on its own; or (3) 
fenofibrate and surfkclant are separately micronized and then intimately mixed (‘726 p&e& col. 
1, lines 35-43). SLS is the only example of a solid surfactant provided in the 726 patent, and the 
method involving co-micronization of a fenofibrate/SLS mixture prior to the addition of 
excipienls such as lactose or starch is the only detailed example of co-micronization disclosed in 
the ‘726 patent. No other txcipicnt is identified as part ofthis mixtr;ne. 

B. The ‘726 Patent Claims 

The ‘726 patent concludes with 12 claims, which read as follows 

1. A therapeutic compositio% which is prwented in tbe form of gelatin 
capsules and which is useful especially in the oral treatment of hyperlipidemia 
and hypercholesterolrmia, said composition containing a co-micronized mixture 
of particles of fenofibrate and a solid surfactant, wherein the me= particle fi;le of 
said co-micronized mixtire is less than 15 pm. 

2. The ticrapeutic composition according to claim 1 wherein the weight ratio 
surfkctant/fenofibrate is between about 0.79100 and 10.5/l 00. 

3 The therapeutic composition according to claim 1 wherein the amount of 
fenofibrate is equal to 200 mg per therapeutio unit. 

4. The therapeutic composition according ro claim 1, wherein the solid 
surractant is sod.iUnl lauryl-sulfate. 

5. The thempeutic composition according to claim 4, where& the amount of 
sodium laurykulfate is between 0.5 and 7% by weight, relative to the total 
weight of the formulation. 

6. The therapeutic composition according to claim 1, wherein said mean 
particle size is less than or equal to 10 pm and said solid surf&ant is sodium 
lauryl-sulfate, 

7. The therapeutic composition according to ciaim I, which also contains 
excipients such as dispersants, fillers and flow enhancers. 

8. A method Eor the manufacture of a therapeutic conrpositioh according to 
claim I, which comprises: 

-3 - 
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(i) int;matcly mixing aud then co-micronizing the ftnofibrate and a solid 

(ii] adding lactose and starch to the mixture obtained, 
(ii) converting tie whale to granules in the presence ofwatcr, 
(iv) drying the granti Bs until they contain no more than 1% of water, 
(4 grading the @hub%‘. 
{vi) adding polyvinylpyrrolidone and magnesium stearata. and 
(vii) filIi.ng gelatin capsules. 

9. The method according to claim 8, wherein the mean particle size of the co- 
micronized fenofibrate and sodium lauryl-sulfate is less than 15 w. 

l 
10. A method for improving the bioavailability of fenofibrate in vivo. which 
comptie6 co-micro&&ion of the fknofibrate and a solid surfhctant, the said co- 
micronization being carried out by micrcmization of a fenofibratekolid surfactant 
x&hue until the particle size of the powder obtained is less than 15 pm 

l 

l 

0 

SOO@l 

11. A method fdr treatrncnt of hyperlipidemia or hypercholesterolemia 
comprising orally adminiskring the therapeutic composition of claim 6 to a 
patient. 

12. The method of trcatmettt of claim 11, wherein said particle size is less than 
or equal to 5 CM. 

C. The ‘726 Patent’s Prosecution History 

Thrs ‘726 patent issud from Application No. 07/299,073 (“the ‘073 application”), which 
was fikd on January 19, 1989. The ‘073 application ~a.$ filed with ten claims, the following of 
which are represcmative: 

1. A therapeutic composition, pre=nted in the form of gdatin capsules, 
which is useful especially in the oral treatment of hyperlipidemia and 
hypercbolester&mia. the said composition containing fenofibrdte and a solid 
sur-ktant which have been co-micmnized, 

10. A method for improving the bioavailability of fenofibratc in vivo, which 
comprises co-microniztion of the fenofibrate and a solid surfactant. the said co- 
micronization being carried out by micwoization of a fenofibrate/solid surktant 
mixture until the particla size of the powder obtain is less than 15 p- 

(‘073 application file history, Paper No. 1, pp. 1 l-12). 

The PTO iasuod a first Office Action on the merits on April 4.1989. b the Office 
Action, all of the claims were rejected under 35 U.S.C. 8 103 as obvious over U.S. Patent NO. 

-4 - 
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4,558,05g (“S&on&&a T”) in view of U.S. Patent Nos. 4,629,624 (“@ouiller”) and 4,436,743 
(,‘ Schonafkger IT’). 

According to the Office Action, Schonafmgcr I “teaches loading of fenofibrate into 
gelatin capsule$’ but not “‘parMe size and surfactant.” (Ja at 2). C&ouiller “teaches grsnulation 
of fenofibrare contained in a matrix having a particle tie between 50 and 500 m . _ . the 
particles offenofibrate in the mati must be smaller than the matrix particles.” (Id.). 
Schouafinger IT “teaches thal fenofibratc can be loaded into capsules to which can be added 
lubricants, wetig agents, stabilizcrs, emulsifiers, solubilizing agmts etc.” (rd. at 3). Thus, 
according to the Examins. 

[i]t would have beeu obvious to one having ordinary skill in the art at the t&e the 
jnvcntion was made to emplay a gelatin capsule as does Schonafinger (C) and fill 
sme with fenofibrate of the particle size taught in Grouikr et al atong with the 
Used materials for fp?IXl~atiIIg a material to particle size. hh.ding e.W,ipients and 
other vehicles used by applicant. 

Patentees filed a Response and Amendment Under 37 C.F.R. $ 1 .I 11 on July 5, 1989. 
(‘073 application file history, Paper No. 7). Claims 1,6 and 10 were amended as follows: 

1. (amended) A therapeutic composition, which is presented in the form of 
gclab capsule&] & which is useful especially in the orai treatment of 
hyperlipidemia and hypcrcholcsterolemia, [the] said composition containing a co- 
micronized mixture of uartiules of fenofibrate and a solid surfactant, [which have 
been co-micronized] wherein the meau particle size of said co-micronized mixture 
is less than 15 urn. 

6. (amended) The therkpeutic composition according to claim 1, wherein 
Ithe] & mean particle siZe & [of the co-rnicroni~d fenofibrate and sodium 
ku’yl-sulfate is less than 15 m, preferably] kss then OJ equal to 10 w [and 
particularly preferably less thzn or equal to 5 pm] and said solid surfactant is 
sodium laurvl-sulfa% 

In claim 10, lines 6-7, plea& delete “and preferably less than or equal to 5 m” 
immediately after “is less than 15 p”. 

(Id. at l-2). Tn addition, claims 11 and 12 were added: 

11. A method for tceatknt of hyperlipidemia or hypcrc~olesterolcmia 
comprising orally administekrg the therapeutic composition of claim 6 to a 
paticmc. 

12. The method of treahnent of claim 11, wherein said particle size is less than 

l 

orog 
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or equal to 5 pm. 

(Id. at 2). 

Tn response to the obviousness rejection, Patentee6 distingui6hcd the claims from the 
cited art based on the increased bioavailability of co-micronizing a mixture of fenofibrate and a 
solid surfactant: 

none ofthe &cd references’abne or ixl any combination thereof teaches or 
suggests that by co-micronizing a mixture of tiofibxate and a solid surfactant 
that the bioavajlability of the fmofibrate is significantly and substantially 
increased compared to comp06itions containing mixtures of micron&cd 
fenofibrate and solid sudactant. This is clearly demonstrated in Table II of the 
specification in which the times for 50% (TSO*Z) of the fenofibrate to dissolve 
when contained [in] compositions comprising a co-micron&d mixture of 
fenofibrate and a surfhctant (col. B, lines 2-5 of Table JI) is compared with the 
T50% of fenofibrate in compositions containing mixtures of fenofibrate and a 
solid surfactant thatbad be& micronized prior to mixing (col. A, lines 2-5). The 
T50% for micronized pure fenofibrate (~01s. A and B, line 1). serves as a contro1 
to show that the observed r&t&s are not an artifact of mixing. It can been [sic] 

seen that in a11 Wces ferlofibrate in the co-micronized mixture6 dissolves 
about 25-50% Fhster than f&oiibra?e that is micronized prior to mixing with 
micronized solid surfactant. 

Further, the specification t&&es that the above: greater rate of dissolution of 
fknofibrate in co-rnicronizetl f&m correlates with greater bioavailability. In Table 
III data is presented which aemonstratcs t&at a dose of 200 mg. of co-micronized 
fenofibrate is equivalent to B 300 mg. dose of non-micronized fcnofibrate as 
indicated by a comparison &f blood levels of one oftha active metabolites of 
f’ofibrate as a function of time after administration in subjects acln+istercd 
either 300 mg. of non-micronized fenofibrate or 200 mg. of the co-micronized 
miXtUk-C ! 

Therefore. none of Grouillh et al. or Schonzfinger (743) or (‘058) teach or 
suggest that co-micronizing feaofibmte with a solid surf&ant will increase the 
rate at which fenofibrate diksolves compared to the rate at which micronized 

fenofibrate mixed with micbmized solid sur&ctant dissolves or that co- 
micronization increases thti bioavailability of fenofibratc in viva. 

(rd. at 3-4) (Emphasis in original).! 

The PTO issued a Notice o t Allowability and a Notice of Allowance and Issue Fee Due 
on SeWmber 12, 1989, allowing thim~ I-12. (‘073 application file history, Paper No. 8). The 
issue fee was paid on November 711989, and the patent issued on January 23.1990. 
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Patentees filed a Request fat Reexamination of the ‘726 patent in view of Boullay, 
“Microbroyage et dissoluti~” S.T ‘P, Pharma, l(4): 296-99 (1985), on December 13, 1999. 
(‘726 Reexan~ination File history, P’kpti No. 1, p. 1). The request was granted, and an Oflice 
Action issued on February 24,2OUO! (Reexamination file history, Paper No. 5). 

Patentees filed a response td the order granting the request for reexamination, with a 
DccIaration Under 37 C.F.R. 3 1.13’2 by Dr. Cutlet on April 24,200O. (Reexamination file 
history, Paper No. 6). This a-esponse was later withdrawn because Patentees had discovered that 
Patentees’ French patent counsel hid falsified the declaration by Dr. Cutlet (Reexamination file 
histoq, Paper No. 9). A new response, with Declarations Under 37 C.F.R. 5 1,132 by Drs. 
Boullay and Reginault, was filtd on April 6,ZOOl. (Id.)- 

In this response, Patentees &ued that the claims of the ‘726 patent were nonobvious 
over Bouuay. Specifically, Pa.tent.+s distinguished compositions containing fenofibrate that had 
been “co-micron&d” with a surfactant from compositions where fenofibrate and a surfactant 
that had bee.n micronized separateIf, or pure micronized fenofibratt alone: 

fu&cr evidence confirmi~$ thr unpredictability of the impact of micronization 
W&I a surf&ant on the di&lution charact&stics of a substance is presented in 
thy accompanying de&r& oPDr. Philippe Reginault under 37 C.F.R. 0 1 .I 32 
(herein-, "Reginadi De&ration”). The Regina& Declaration presents a 
comparison of The dissoluti$n chtiact&Stks of two other fibrates, bezafibrate and 
gemfibrotil, wilh the results reported id the ‘726 patent for fenofibrate. 
Specifically, the dcclaratiod presents a comparison of the dissolution speed of all 
three fibrates, both where tl?e fibrate has been co-micronized with increasing 
levels of the surfactant lauryl sulfate and where the fibrate and surfactant 
have been separately micro and then mixed together. (Reginault Declaration 
at B). The rcsuh.6 Of thC60 .pcriments are expressed as T,,, (tie time it k&es for 
one-half of the substance ta,dissolvt) and are listed in Table I oft& Reginault 
Declaration (&$nault De+dion at 8). 

Y 

(Id. at 7). , 
.I 

Ii Dr. Raginault summarized . e results of these experiments in his declaration: . . 
Contrary to the results obs & ed for Bezafibrate and Gernfibrozil, the Tm values 
for the co-microuized Feno!Kbrate and NaLS show a statistically sigpificmt 
improvement versus the Tsb values for pure micronized Fenofibrats. 
Additionaily, rhe Tsm VauUes for the co-micronized Fcnofibrate and NaLS show a 
statistically significant imp&veanent in tbc dissolution rates compared to the 
dissolutian rates of the sep~ately m&-onized Fenofibratc aTld NaZ;S at all 
concmtxations of surfact& tested. 

F 
(Paper No. 9, De&ration by Dr. F&inault, p. 3). 

Thereafter, the PTO issue CL’ 
i 
a’Rcexam.ination CertiEcate on August 28,200l. 
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I 
IV. LEGAL STANDAIUJS ! ’ 

A. i TNPRINGEMENT , 

Section U.S.C. 9 271(c)(2) rovides in pertinent part that “[i]t shall be an act of 

Cosmetic Act or described in secti i 
in.&ingemcnt to submit -(A) an app ‘cation under section SOS(i) of the Federal Food, Drug, and 

505(b)(2) of such Act for a, drug claimed in a patent or the 
use of which ia claimed in a patent.! 35 U.S.C. $271(e)(2). 

The patentee has the burdc 
t 

+tif proving infrin&ment by a prqonderance of the evldenct. 
~msm Corp. v. Envirotech Corp., ,23 F.2d 1538,1545 (Fed. Cir. 1987). TnE-ingement may be 
literal or under tie doctrine of eqik+lents. Jn each case tbe infringement analysis is a Iwo-step 
process. First, the scope of the cla$ns must be determined. The Supreme Court has held that 
this first step, sometimes referred ti as claim interpretation, is an issue of law exclusively within 
the province of the court. Ma&m& v- Westviaw J&rurnents. Inc.. 5 17 U.S. 370 (1996) 
(Ma&man TI); Cybor Corn. v. FASdTechs.. Inc., 138 F.3d 1448,1453 (Fed Cir. 1998) (en bane). 
Thus, claim construction nrkessariliy precedes a determination of whether the claims read on an 
accused product (or process) for i&ngement purposes. Hormone Research Found.. Inc. v. 
Genentech. Inc., 904 F.2d 1558, 1$2 (Fed- Cir. 1990); SmithKline Diamlostics, Inc. v. Helena 
Labs Corn., 859 F.2d 878,882 (1 

The second step involves 
or process to detcnnine whether 
all of the claim limitations are pr 
equivalent. Johnson Worldwide 
1999); Renishaw PLC v. Mmos 
Cvbor. 138 F.3d ar 1453. This s 
jury if&c case is not tried to the 
Denmead, 15 How. 330,338 (18 

1. Claim In 

Claim jnterpretation invo 
specification, other claims, the p 
Markman v. Westvkw Instrumel 
5 17 U.S. 370 (1996) (Markman 1 
(Fed. Cir. 1336). Extrinsic evide 
prosecution history, such as expe 
treatises and arlicIes. Vitronics, 
given a construction broader thz 
Pohle mb < 
claims can be no broader than tihc 
specikation. 

Use of extrinsic evidence 

i Cir. 1988). 

itiparing the properly construed claims to the accused product 
kc claims “read on” the accused subject matter, i.e., whether 
&nt in the accused device, either literally or by a substantial 
kocs. Inc. Y. Zebco Carp 175 F.3d 985, 988 (Fed. Cir. 
iocieta uer Azioni, 158 F>d 1243, 1247 (Fed.. Cir. 1998); 
md step is a factual determination and is thus submitted to a 
ixt. &rkman II, 517 U.S. at 3SS (citing Winans v. 
1). 

prctation 

5s consideration of the Tanguage of the patent claim itself, the 
ecution history, and extinsic evideact, ifnecessary. See 
& 52 F.3d 967.979-80 (Fed. Cir. 1995) (en ban=),-m, 
Vitrotics Core. v. Conce~tronic. Inc., 90 F.3d 1576,1582 
e is any evidence which is external to the patent and 
testimony, inventor testimony, dictionaries, and technical 
F3d at 1584, Finally, “the claims of [a] patent cannot be 
le teachings expressed iu the patent.” Studiennesellschaft 
v 616 F.2d 1315,1324 (5th Cir. 1980). Thus, the scope of the 
zope of the novel invention taught by the patentrc in the 

&dorsed by the Federal Circuit to understand an invention or 

-8 - 
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to ensure that a claim construction ‘iis no i inconsistent with clearly expressed, plainly apposite, 
and widely held u.der&&ings in tpe pertinent technical field. This is especially tbe case with 
respect to technical terns.” Pitney Bow&, Inc. v. Hewlett Packard CO., 182 F.3d 1298, 1309 
(Fed. Cjr, 1999). “[T’&clmiwl treaties ahd dictionties f&I within the calegory of titrinsic 
evidence . . . f6 u t] are worthy of spy al nbte. fudges are free to consult such resources at any 
time in order to better understand the und~rlyk~g technology.” Vkonics, 90 F.3d at 1584 n. 6. 
However, extrinsic evidence must dot be plied upon to contradict the plain meaning of claims 
discernible km the iuttinsic evideuce. & at 1593; Pitnev Bowes, 182 F.3d at 1305. 

The specification should be!refe d ,ed to when construing the lim itations of patent claims. 
Indeed, uauaily, it is dispotitivc of t,he m&ning of a tam, and has been called “the single best 
guide to the meaning of a disputed~~eam,‘~ Vitronics, 90 F.3d at 1582. Thus, the specification 
may act: as a sort of dictionary, whleh ex 
used in the claixns. Ma&man I, 52 F.3d I 

laius the claimed subject matter and may define terms 
t 979; CYYBeta Ventures, Tnc. v. Tura L9 , 112 F.3d 

1146, I. 153 (Fed. Cir. 1997) Whe$c tbc kpecification contains nothing to indicate that phrases 
are to be given anytbjug other than @eir &rdinary meanings, tbcn those are the meanings the 
court must give them. Enercon GKII~H v! Tut’1 Trade Comm’n, 151 F3d 1376, 1384 (Fed. Cir. 
1998) (citing Virranics, 90.F.3d a.t i 582)i Emdrotech Corn. v. Al George, Inc. , 739 F.2d 7S3. 
759 (Fed Cir. 1984). document is given the ssmc 

field of the patent, unless it is 
apparent from the patent and 
meaning. C!VT/Ekta Ventures, 112 
‘Ltd., 78 F.3d 1575, 1578 (Fed Cir. 
deterrnjne whether the inventor 
meanin&?. 

that the patentee used the term with a different 
citing Hoechst Celan ese Corp. v. BP Chems. 

(I‘it is always necessary to review the specification to 
terms in a manner inconsistent with their ordinary 

meaning of terms in a claim, 
lim itations should not be read fro& the spccifkation into the claims. E.I. du Pont de Nemours & 
Co. v. Phillias Petroleum Co., 849 b.2d 1430, 1433 (Fed. Cir. 1988), cert. denied, 48X U.S. 986 
(1986) (citations omitted). 

The Federal Circuit has alsk he1 
coastming the claims. The Court l&s ca 

that the pr~ecution, history shouTd be considered when 
however, that “although the prosecution history 

can and should be used to under&d thd language used in the claims, it too cannot ‘enlarge, 
d.imhkh, or VW’ the lim itations & the c!kixns.” Ma&man I, 52 F.3d at 979-80 (citations 
omitted). The prosecution history !nay &so be used to lim it the interpretation of cl&m terms to 
exclude that which was intentiona 

3 
y’ a119 clearly disclaimed during prosecution. Southwall 

Tabs.. Tnc. V. Cardinal TG CO,~ 54fF.3d !t570,1576 (Fed. Cir. 1995). 
I 

i I 
I 8 
!,I -9- 
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2. ]Litekd 

~~ &,jm interpret&on, is made whether the claims cover t&z ~JXUS~~ 
products or methods. Johnson 175 F.3d at 988. In order to inGidge a claim, 
tie accmd product or method mu,d include every limitation of the claim, either Literally or by a 
mbst;mtid equivdat. DO&Y. JIIC. 4. Spddine & Eve&lo Cos., 16 F.3d 394,397 (Fed- Cir. 
1994). 

To demonstrate l&q-.. j$?me~~t, a plaintiff must prove that the allegedly infringing 
product or method a&o&es evay lement ofthe asserted clairn(~). Dolh. Inc., 16 F.3d at 397; 
Townsend Ena’e Co. v. Hirec Co, f 29 F.2d 10$6,1090 (Fed. Cir. 1987). This follows from the 
p&iple mar “[e]ach eIemcnt in a patent claim is deemed material to defining the 
&copc of the patented invention.” iemelson v. United States, 752 F.2d 1538, 1551 (Fed. Cir. 
1985) (explaining that “it is well s&led that each element of a claim is material and essential” to 
the tiingemeut inquiry). Thus, “@Jf* even one limitatioa is missing or not met a.5 claimed, there 
is no literal infringement.” Mas-Hamrlton GTORP V, LaGa&, Inc., 156 F.3d 1206, 1211 (Fed. Cir. 

infringe, there can still be infringement if 
lemeuts of the accused product or process and the elements 

o. v. Linde Air Prods. Co., 339 U.S. 605 (1950); 
520 U.S: 17 (1997): We Care. Inc. v. 

1991). Thus, infringement “may be 
in the accused device are met 

equivalently.” Zvzo Corm v. Wvkb Corn., 79 F.3d 1563,156s (Fed. Cir. 1996). The doctrine of 
equjvalcnts is intended to permit rde patentee to protect the patent against what are essentially 
copies. ’ ! I 

accmed product or process cont& 
the patented invention.” Id. at 40. 

the literal scope of the claims. Warner-Jenkinson Co, 
a! 34. h&ingement by equivalents requires that “the 

identical or equivalent to e;ich claimed element of 
of a process mvention, all of the claimed 

F.3d 15S8, 1567 (Fed. Cir. 1996). The nature of the differences is aS(;eased according to whether 
a person with ordinary skill in the ;&!elovaot art would find the differences to be substa.nual. Id. at 

il 
I -10 - 
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IL 1519. Lfthe accused and claimed c &n$s are not known to be interchangeable, then one skilled 
in the relevant art may consider the Lbange to be su?xtantial. 

I 
I& Graver Tank, 339 U.S. ar 607. 

,~,~fie~ tradjtiond stmdard 
1 is to determint whether the elements of the accused process 

or prod-t perform substa@ially thy &me limction. in substanlially the same way, to accomplish 
subg,q&&lly tl>e Same result as each element of the claims. Warner-Jenkinson, 520 U.S. at 43; 
@aver Tank, 339 U.S. at 608 (195d); Wrieht Medical Tech., Inc. V, Osteonics COE., 122 F.3d 
lW,1444 (Fed. Cir. 1997). 

~herc arc, of come, limit&A on the application of the doctrine of equivalents. Both 
the prior art and prosecution histo &top@ limit the range of equivalents. Havnes Intl. Inc. v. 
Jessoo St%] Co.. 8 F.3d 1573, 15 ir. 1993), clarified on other ,erounds, 15 F.3d 1076 
@cd. Cir. 1994); Permwalt CODI. d-Wavland Inc., 833 FZd 93 1,934 txl (Fed. Cir. 
1987) (en bane). 

The range of equivalent5 a d to a claim may not be so broad as to covet the prior art. 
Conair Group. ITIC. v. Automatik ichemate Maschinenbau GmbH. 944 F.2d 862,866 
(Fed. Cir. 1991), euotinp; We Care,IInc. v. Ultra-Mark Intern. COTP.., 930 F.2d 1567, 1570-1571 
(Fed. Cir. 1991). In addition, the dbctrine of prosecution history cstoppel precludes a patentee 
from recapturing through the doctr$ e o equivalents claim coverage given up during the f 
prosecution of the patent. Zenith I.!abs., Tnc. v. Bristol-Mvers Souibb Co., 19 F.3d 141 S, 1424 
(Fed. Cir. 1994), cert. denit 995 (1994); Mark I Mkt~. Corp. v. RR. Donnellev & 
Sons Co., 66 F.3d 285,291 (Fed., ir, 1995). The application of prosecution history estoppel is a 
question of law. & 

Prosecution history estoppd inay apply to any claim amendment made to satis@ the 
requirements of the Patent Act, not/ just tu amendments made to avoid the prior art, but estoppcl 
need not absoluteIy bar the applicafion of the doctrine of equivalents to the amended claim 
element. See Festo v. Shoketsu, 123 S. Ct. 1831 (2002). However, a patentee’s decision to 
narrow its claims by amendment 

+ y be presumed to be a general disclaimer of the territory 
between the ori&d and amended flaixn. & af 1842. To ove.nzome the presumption, the 
patentee bears the burden of showing that the amendment does not surrender the particular 
equivalent in question. && 

Atxother limitation of the d$rine of equivalents is that there can be no infringement if a 
claim limitation is totally missing Erorn the accused device. London v- Carson Pizie Scott & Co., 
946 F.2d 1534. 1539 (Fed. Cir. 1941) (cluotin~ c, 870 
P.2d 1546. 1552, n-9 (Fed. Cir. 1989)). ‘me doctrine of equivalents js not a ficeme to ignore 
claim limitations.” D01lv. Inc.. 16 p.3d 394,398 (Fed. Cir. 1994). A “court cannot convert a 
mUltilimitation claim to one with fyer limitations to support a finding of equivaleIKy.” J& at 
399. 

I 

i -11 - 
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4. 
Inducement I 

s=tion 27 1 (b) p~v&s that, $Whoever actively induces intiingement of a patent shall be 
liable as an infringer.” To End inducement, there must first be an underlying direct at of 
egment. M&-Coil Sva. Corn. v~ .Komers Unlimited. IXK, 803 F.2d 684 (Fed. Cir. 1986). 
Wb,& intent to induce infringcmat in not specifically mentioned in the statute, the Federal 
Circuit has held that intent and know+dge are critical in det ezmining liability under 271 (b). The 
in@ty deuzrmjnes whet& the accused party “actively and knowingly” aided and abetted 
mo&fs direct j,nfiingement. National Presto Indus.. Inc. v. West Bend Co, 76 F.3d 1185, 
1194-95 (Fed. Cir. 1996); Water Tech& Corn. v. Calca. Ltd, 850 F.2d 660,668 (Fed. Cir. 1988). 
hl M;,UL a. & Mfn. V. Chernqee. I& 303 F.3d 1294,1304-05 (Fed Cit. 2002), the Federal 
Circuit stated: 

“In arder to succeed on a cl* of inducement, the patentee must show, first that there 
has been direct infringement.. . and second that the alleged infringer knowingly induced 
infringement and possessed specific intent to encourage another’s tiingement.. . In other 
words, tie plaintiff has the burden of showing that the alleged iufkinger’s actions induced 
iniikging acts and that he -knew or stould have know& his actions would induce actual 
infringements” (emphasis in original]. 

The patent owner haS the b&m of proving that the alleged infringer encouraged others 
to follow the patented method. Plasterine Dev. Ctr.. Inc. v. Perma Glas-Mesh Coru., 371 F- 
Supp. 939,950 (‘N.D. Ohio 1973). hkere sale.of a staple item with knowledge of the buyer’s 
intended use does not, howcvcr, constitute active inducement. Oak Indus. Inc. v. Zenith Elecs. 
Con, 697 F.Supp. 988,992 (ND. I+. 1988). 

5. Contributory/ Infringement 

Section 271 (c) provides that. ~V’hoever sells.. .a mated or apparatus far use in 
practicing a patented prcxcss, constii!uting a material part of the inveation, knowing the same to 
be especially made or especially adapted for use in an in.&gemant of such patent, and not a 
staple article or commodity of comnke suitable for substantial noninfringing use, shall be 
liable as a contributory infringer.” 35 U.S.C. 8 271 (c). 

Like inducement, in order to kmd contributory infiingernent there must first be an 
underlying act of direct inliingemerk Are &ffrfr. Co. v, Convertible Tou Rmlacement Co., 365 
U.S. 336 (1961). If direct infringement i s present, it can then be determined whether another 
party’s activities constitute eontribu$xy infringement. The courts would assess whether the 
product sold by the allegedly contrib’utory infkging party is used Lo infringe a patented method, 
which use oonstitutes a material p&of the invention, knotig that the product is especially 
made or adapted for use in inlihgin$ the patented method, and that the product is not a staple 
article or ccnnmodity of commerce &itabIe for substautial noninfiinging use. 
Ah~~ed Cardiovascular Svs., Inc.,/911 F.2d 670,673 (Fed. Cir. 1990). 

& C.R. Bard Y. 

Even if a party is fbund to h&e the requisite knowledge that the product is or may be 
used to infringe a patented method, !S U.S.C. 4 271(c) speciflca)ly excludes from contributory 

, 
I 

I 
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I 
iafringement the seIling of materials /br USC in practicing a patented process which materials are 
also “s&abJe for substantial noninfrifiging use.” see Univ~~al Eitc6.. hc. v. Zenith Elecs. 
Corp.. 846 F. Supp. 641,65 1-52 (N.D. Ill. 1994) (noting tbat $271 (c) exempts f&n liability the 
manufacture, use. or sale of products suitable for noninfringing use); see also, C.R. Bard, 911 
P.2d at 674-75 (whether the material;bas no use except through the practice of the patented 
method is the crilical issue). Therefofc, if a product Las subst@ial noninfringing uses, there can 
be no contributory inf?ingement. ; 

me, status of a mate&I as a staple article or commodity of commerce suitilc for 
substantial noninfringing use has beefi treated as a question of fact. -See. e.r., Braintree Labs. v. 
NeBhro-Tech. Tnc., 31 F.Supp.2d 92$. 924 (D. Kan. 1998). The courts have, however, pTOVided 
guid&nes tb assessing whetha a pro&& has substantial noninfiinging uses. & &Molds 
Metal Co. v. Alumin-% 457 F. Supp 482 (ND. Ind. 1978, rev’d on other 
grounds, 609 F.2d 1218 (7th Cir. 1979), cert. denied, 446 U.S. 989 (1980) (,,ln assessing whether 
a product is a staple article of cothmerce, the quality, quantity, and efficiency of the suggcstcd 
altemak uses are to be considered.“); Universitv ofCalifornia v. Hansen, 54 ‘U.S.P,Q.Zd 1473 
(E-D. Cal. 1999) (occasional aberrant use of a product clearly designed to be used in a particular 
matter does not make a device a staple title). Application of these guidelines can pmvide a 
good estimate of whether the sale of broduct could constitnt.e contributory inGingement Title 35 
of the United States Code, Section 271(a), states thti “whoever without authority makes, uses, 
offers to sell or sells any palentcd in&ntio~~ within the United States . . . during the term of the 
patent therefare. infiingss the patent.!’ 

B. Collateral Estoppel ! 

“CoJlateral estoppel” preclu& a plaintiff f?rom relitigating identical issues by merely 
‘Switching adversaries” and preclndis a plaintiff “~ITI asserting a claim that the plaintiffhad 
previously litigated and lost against &other defendant.” A.B. Dick Co. v. Burroughs Corn., 713 
F.2d 700,702 (Fed. Cir. 1983). TM doctrine may apply to 9 construction given a cl&n in a 
prior decision. so long as Ihe deter&ation of claim scope *as essential to the determination of 
infhgement. &folinm v. PannonK&rier Corn,, 745 F.Zd 65 1 (Fed. Cir. 1984) (“where a 
determination of the scope of palcnr ilaims was made in a prior case, and the determination was 
essential to the judgment there on tb& issue of infrin-sent, there is collateral estoppel in a later 
case on the scope of such claims, i,e{. the determined scope cannot be changed.‘); see also A.B. 
Dick, 713 F.2d at 704 (“judicial statements regarding the scope of patent claims are entitled to 
collateral estoppel effect in a subsec&ent infringement suit only to the extent that ddermi.&ion 
of scope was essential to a fmal jud&nent on the question of validity or infringement.“)’ 

For collateral cstoppel to be ?ppI.ied, four eJements must be mel; 1) the issue at stake 
must have been identical to the one decided in the prior litigation; 2) the issue must h;svc been 
actually litigated in the prior suit; 3)ldetermination of the issue must have been essential to a 

’ These opinions were issued prior tn Mark/ru n v. Westvic~ InStmmenb. Isc. 52 E.3d 967,976 (Rd. Cir. 1995) (en 
bane). afPd. 517 U.S. 370,116 S. ct 1384 [1996). which held tit clti ~nstmction wns en issue for dccision by 
the court rather than a jury. 

I 
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invoked muat have had a full and 
k B. Dick, 713 F.2d at 702. 

HE ‘726 PATENT- 

Ilaterally Ehopped From Relitigating the 
of the ‘726 Patent Claims 

relitigating the Federal Circuit’s claim 
713 F,2d at 702. CoUateral Estoppel 

so long as the determination of 
Molinaro, 745 P.2d at 655. 

Fournier, and the exclusive 
Ltd, 323 F.3d 1324 (Fed, 

Cit. 2003). This suit was filed in the~nited States District Court for the Nor&em Disrriot of 

fenofibratc in the presence of 

Specifically, the Federal Circkt found that “‘co- 

and solid surfaotanl. && 
of a mixture consisting essenkdly of fenofihate 

l2OlS 
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A.caordingly. “[s] ~I-,CC each of the claims df’the ‘726 patent m@res either ‘a co- 
hao&& mixture ofpdclcs of fedofibmte and a solid SUL%&UI~’ or ‘co-micronization of the 
fenofibrate and a solid surfactant’ . . . /carried outjby micronkation of a feuofibratekolid 
surfacat mixture,’ eat& of the &ii& requires c~rnicronization of a mixture consisting 
~~s&.dly ofcnl~ feIl0fihrdt.e and sol/d surfa&mt.-” Id. (Emphases ~II dm). 

in addition, the Federal Circui, held that patentees relinquished coverage of compositions i 
prepared by processes in which pre-micronized fenofibrate is combined with a prc-micronized or 
non-rmcronized solid surfactant with&t further co-micronization. I@& at 133 1. More specifically, 
the Fedd ~ireuit found that “[a]ltl&h Foumkr distinguished its claimed composition from 
formulations preparccl by combining be-micronized fenofibrate with a pre- micronized or non- 
micronized solid surfactant without Subsequent c&nicronization, and is accordingly estopped 
from assetting coverage of such formklations U&Z the doctrine of equivaknts, nothing in the 

record indicates that Foumier 
gave up coverage premicronizsd fenofibratc is 
Iaterfirther micronized surfactant (that is, comicrouized with the solid 

Thus, co-micronizing ot co-micmnization cannot be 
by adding a surfactank micronizing fenofibrate by itself, 

or imimakly mixing the fqnoiibrate and surfact&. 
I , : 

In Abboq the &sue at &akeGas identicaJ to the one here, ie.. the meaning ef “co- 
micronized” and “‘co-micronization” p the claims of the ‘726 patent and whether the claims 
encompass a composition in whkb the fenoIibra?had been micronized apart from other 
ingredients. In addition, this issue was actuaily htigaied in this prior s&t. Further, a 
determination of the issue was esse&l to a fini judgment, as the Federal Circuit would not 
have been able to reach a determinat$n of nor&&ngement had it not construed the phrases “co- 
micronized” and “‘co-micronization”, Finally, both Four&x and Abbott had a full and fair 
opportunity to litigate the issue of cl&m wnstruetion in the earlier proceeding, as both were 
parties to the suit. Thus, because of t&e Federal Circuit decision in Abbott Laboratories v, 
Novonhm Foumier and Abbott d collaterally estopped Tom obtaining an alternate 
construction in other infringement suits in whicll the ‘726 patent is asserted, 

I j 1 
Accordingly, Abbort and F&&r are collateral estopped from rclitigat@ the claim 

construction of “co-micronized” and;‘co-micromzatian” and the finding that Patentees 
relinquished coverage of compositions prepared by processes in which pre-m$xonized 
fenofibrate is combined with a pre-r&on&d OT non-m&q&&l solid surfk&mt without further 
co-micronization. Further, the terms~%o-mkr&ed or co-~~~a~on” h ~depemkt &.jrr~s 
1 and 10 do not encompass co-micronization of ekipients other than fenofibrate and a sohd 
sdwtint, but instead is construed& mean r&rm$zing fen.&‘brate and a solid sufaccant 
together in the absence of other exe$icnts. 

I 
: 
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B. RP 1824 Does Not &it k 
1 f 

‘rally InfrSn@ the 
I : 

Rp 18~4, as specified and &&tad by its NDA, dc 
of particles of fenoflbrate and a solid &factant, auki there 
minims. “Lited i&btgemcnt rcq&d that the a&used de 
exactly; any devialian from the cl& ’ recludcs 
Inc. v. Honeywell. Inc., 140 F.3d 14 f 

$ finding 
, 1454 (FdCir. IS 

patent, an accused product must coritkin a CO-mi~nized I 
solid surfaant i I. 

! 
RP 1824 does not literally i 

contains fenofkata that is micron& alone. and not in tl 
when mixed with a surfactant other le ‘cipients a& firescnt : T, is dihsolvcd in solution and not %o~~ as claim+ j.n the ‘ 

Specitically, Reliant’s API S&plier will pr b tide I; 
the API,. The AH Supplier has c&cd to Raliani that : 
in the presence of a surfactant; and &at no add.itikG are j 
Exhibit 1). This statement is FulIy ~$porbd and e+denc 
accompanies each batch of API. (Sqci&h.ibit 2). The ce 
fenofibtate is 98.5-l 00 percent pur$ &ith up to 0!5% irnl 
a surfktant as claimed in the ‘726 +&nt. In addition, it 
total impurities jn Ihe API listed in p$ certificate: df anal 
products. 1 *I 

i I I 
# ; 

I 
In addition, Reliant’s proce.& hoes not in~lve m 

fenolibrate and a solid aurfztant, &dspcctive of$e prcr 
the surfktant US&I in Reliant’ procfs$: is rot so&I./but di 
mixing with fenofibrate and remaiqs p solution thkoughc 

! i; 
Thus, RP 1824 does not m&&he clemcnts 

j 
“co-tr 

independent claims 1 and 10. Acc&c$.ngly, RP c 8!24 dot 
patCUt. 

16- . 

la020 

CONFIDENTIAL 
TOtiEY-CLIENT PRTVILEGED 

ATTORNEY WORK PRODUCT 

26 Patent. 

; not contain a co-micronized mixture 
re does not infringe the ‘726 patexit 
ce contain each limitation of the ckim 
‘literal infringement.” J.&on Svs., 
B). In order to infringe the ‘726 
xture of particles of fenofibrate and a 

‘726 patent because RF 1824 
present of a solid surfacrant; and 
?mther, during mixing, the surfktant 
:6 patent. 

liant’s Conlract Manufa&urer with 
>fibrale is micronized alone and not 
nicroniztd with the Fenofibrate. (See 
by the certificate of analysis that 
lcate of analysis makes clear that 
ties, which precludes the inclusion of 
wr understanding that the up to 0.5% 
I are not 6urf”ctants but reaction by- 

kation of any mixture that includes 
;e OT absence of other excipiencs. as 
lved in an aqueous solution prior to 
the drying steps. 

mized” or “co-micmuizatiod’ of 
ot infringe the claims 01th~ l 726 
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C. Rp 1824 Does Not T 
Equivalents. 

The clsims of the ‘726 patcr 
therefore, carmot encompass RP 18: 
Ptientccs are estopped from expand 
relating to arguments made during 
because of narrowing amendments 1 
prosecution 01thc ‘726 patent, thcrc 
subject matter between the broader 
estopped from expanding the scope 
micronized fenofibrbtc and a pre-ti 
mkronization. as mentioned above, 

The process described in Re 
and a solid surfactan~ are in s mixtu 
micronization step or any other step 
which precludes any further micron 
evidenced by the API Supplier certi 
batch of API. 

Because of the arguments rJl 
proceeding, and in view of the Fede 
m, Patentees are estopped fi-om as 
compositions in which ftnofikatc is 
presence of other cxcipients, witho1 
micronized alone, and then mixed v 
futthff micronizatian. Consequenti, 4 
under the doctrine of equivalents 1 

4 Further, Reliant’s process d 
fenofibrate and a solid surfacfant, 4 
the surfactant used in Reliant’ proc 
mixiug with fenofibrate and rem 1 - 
expand the scope of the claims to cl 
in solution. Significanfly, Reliant’ 

1 includes fenofibrate and a “solid” s 
excipients, as the SLS is dissolved 
is thm spray-dried onto inert cores I 
elements rule.” lherc can be no - 

mqj elcmcnt of a claim or its equivakn 
would vitiate the limitation 
Consequently, IV IS24 does 
of equivalents. 

EURO @I 021 

I 
CONFIDENTIAL 

PRIVILEGED 
ATTORNEY WORK PRODUCT 

Under the Doctrine of 

pond the claimed dcmonts and 

the scopelof the cl 

9 natmwcr dim lanbage. Specifically, Patentees are 
f ;Fhc ciaims jto include a composition containing pre- 
bnized or npn-ml ‘crcmized solid surfactant, without further 
Abbott. 323 F.3d at I . I. 
ii P vt’s NDA &es not include any step in which fenofibrate 
!‘,kn the abscnke of o&r excipienta, that undergoes a 
&t could mechanicall’ 
;&ion of fcn&fibrate lr 

reduce particle size of RP lS24. 
d ring the formulation process, as 

&ion and the certificke of analysis that accompanies each 

the ‘726 patent and reexamination 
Labm-aties v. Navo~harm 

the ‘726 patent encompasses a 
en mixed with a surfktant in the 
r a process in which fenofibratc is 
ence of other excipienls, without 

cnt may be expanded 

mixture that includes 
of other excipients, as 

d in an aqueous solution prior to 
drying steps. Patcntccs cannot 
ined with a surf&ant dissolved 
hation of any mixture that 

mcc or absence of other 
ing with fenofibrate, which 
ctant”. Under the “all 

&mcnt undq the d&sine of cquivaknis ifevcn one 
I/not pm-t in tie ac, used device. To argue otherwise b 
rbntion of %q all-sle 

9 
ents rule. Abbott. 323 F.3d at 133 1. 

%ge any of die claim, of the ‘726 patent under the docktine 
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D. Reliant Will Not In1 

Not Contribute tn tl 
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e 

l 

e 

In order to have inducement 
irzfrillgement, i.e., a claim in the ‘72 
doctrine of equivalents. For the rea! 
in the United States does not dire& 
there cannot be inducement to infi-iz 

VI CONCIAJSION 

The marketing of RF 1824 ii 
‘726 patent. 

Reliant expressly reserves ti 
defaes relating to non-inl%.ngeme: 
‘726 patent should grounds-become 

I 

! IILfring~1 
kfringemp 

Ifringe o+ i 
tent mush’ 
discussed 

tige an>; 
Ir contriih 

: United k 
I 

fit to de\lc 
1tiditya 

arent in th 

- 18 
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TORNEY-CLIENT PR.IVlLEGED 
ATT’OPNEY WORK PRODUCT 

znt a8 
:ofthr 

nttibll 
infin 

save, 1 
‘the cl 
virzfr 

Will 
(726 Patent 

ny iti6ngement tlxxe must be direct 
ed eik literally or under the 
ie manufacture use or sale of RP 1824 
ims of the ‘726 patent. Accordingly, 
1gernent. 

:es wil not ihiiinge any claims of the 

up and 
voI lln 
tilhll72. 

n&e other arguments and assert any 
nforceability of the cIaims of the 
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Andrew W-don 
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Haug : ‘/ 

/ i 
Re: . . - Non-infringement 

Fenofibrate Miu’onizati~ 

( Ii 

i 
: i 
i j 

Dear 
;I .j. 

Ill REbACTED i j I J 

a solid swfactant is a 
RJ3bACTED 4: ; ; 

Because I 1 m~cronizee: ‘k fenofibr8fe ‘WI on 
fails to satisfy a nece5sa rycmdi’nofaJiofthdclaims 

k does not practice the invention k~ I ciaimed in the 726 p; 

-&!ly Y+. 
REDACTED 
--..- . 
President . 

cc 

REDACTED 

a 

December 11”. 2003 

a 

LJlo23 

15,726 

si not pracbi132 the invention claimed in 
ts manufacture of femrfibrate active 
tt Phammcetkals, LLC. 

dditives are txsmirronizd with the 
m. C~micron’kation of fenofibfate with 
ed in the ‘726 patent 
-, RXDACTE? 

rmcronizing process 
the ‘726 pahnt As EJ resug 
nt REDACTED 
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Pierre DIEBOLT 

20/02Kf4 15: 23 

Pour : Charl~-Ossola@aporter.corn. Donald_Beers@aporter.com, 
Timothy,Bickham@aporter.com 

cc : Steve~.Crowley@abbot.com, roycabedward@abbottcom 
Objet : very Crgent - new par~~graph IV - Reliant 
Tallle : 2,0 ‘$” 

We received today a Pargaraph IV certific&ion)from Reliant I will telecopy you the paragraph 
IV straight away. 
Reliant has filed a 505b2 application for a 4&g, 87mg and 130 mg capsule of feno. 
Reliant’s states that its application for approva( relies upon rnvestigations conducted with 
respect to the 200mg Tricor capsules. 
Thus, Reliant based its non infringement analykrs only on our ‘726 patent and not on our Ter 
patentr 
Please let me have your comments as soon 
fact that Reliant should have discussed our 1 
thanks 
Pierre 

i possible on this new paragraph IV, and on the 
r patents. 


