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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF NEW YORK

- --X
RXUSA WHOLESALE, INC., ALDEN
SURGICAL CQO, INC., ATLANTIC
BIOLOGICALS, INC., BELL MEDICAL
SERVICES, NC., C.O0. TRUXTON, NC.,
HYGEN PHARMACEUTICALS, INC.
and STAT PHARMACEUTCALS, INC.,

Plantiffs, REPORT AND
RECOMMENDATION

- against -
CV 06-5086 (JB(AKT)
DEPARTMENT OFHEALTH
AND HUMAN SERVICES, U.S.
FOCD AND DRUG ADMINISTRATION,

Defendants
- --X

A. KATHLEEN TOMLINSON, Magistrate Judge:

Before theCout is the Motion for a Preliminary Injuncion brought by Plantiffs RxUSA
Wholesale,ic., Alden Surgzal Co., hc., Atlantic Bologicds, Inc., Bell Medicd Services, iic.,
Co. Truxton Inc., Hygen Prarmaceuticals, Inc. and Sta Pharmaceuticals, Inc. (collectively
“Plaintiffs”) which has ben rderred to me byDistrict lildge Seyert fora Report ad
Recommend#on. Phintiffs se& preliminaryinjunctive reliefenjoining Defendants Depament
of Health and Human Seices ad the U.S. Foodral DrugAdministration (“FDA”) from
makingeffective § 203.5&) [21 CFR 203.50(f)the “Rule”), an FDA regulation promulgted
to enforce 8 03(e)(1)(A) of the Presaiption Drug Marketing Act of 1987 (“PDMA,” 21U.S.C.
8 503 et seq.)radl which is presstly scheduld to becomeféective on Deembe 1, 2006.

Based upon Plaintiffs’ Memoralum of Law in Support of the Motion, thefafavit of

Robert Drucker, swom toon Novembe 21, 2006, with accompanying exhibits, Defendants
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Memorandum ot.aw In Opposition To Rlintiffs’ Order to Show CauseoF A Preliminary
Injunction Staing The Efective Date ofa DA Regulation, Plaintifs’ Reply Memorandum of
Law In Furthe Support Of Their Motion For Preliminary Injuncive Rdief, theora arguments
presated at the Nowaber 29, 2006 laingand the pplicable law | am reommendinghat
Plaintiffs’ motion for a preminary injunction aginst the Depament of Halth and Human
Services and the BA be gantel.

l. Factual Background

Plaintiffs are 8 engaged in the wholeda distribution of pharmaautical poducts.
Compl. T 12. Thepurchae phamaceitical produts for resale &most exclusivelyfrom
authorized distributors and not direcitpm manuéctuers — pimarily becaise manufeturas
typically refuse to sell product diedly to Plaintffs. /d. § 14 h orderto understandully the
natureof the ontroversynow bebre theCourt, it isnecessaryto delve into some of the
legslative historyof the statutetassue as well as the implementiregulations formulated by
the FDA.

On April 22, 1988, Corgress @acted the Presaiption Drug Manufacturing Act 21 U.S.C.
§ 331, et seq. (Publicaw 100293). That lawwas modified byhe Presaption Drug
Amendments of 1992RDA”) on August 26, 1992 (Publicdw 102353, 106 Stat. 941)ld. 1
16. The PDMA, as modified ihe PDA, amendaksections 301, 303, 503 and 80 1o

Federd Food, Dug and Cosmetic ActFDCA”), 21 U.S.C. § 331, 333, 353, 384 éstablish,
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amoryg other things, requirementsfor the wholesde digtribution o presaiption drugs by certain
entities, including unathorized wholesale distributors such as Plaintiffgd.  17.

The objet of the bill introduced into the U.S. House offfiResatatives and the Setea
which evatually becane the PDMA, wa to assure $aand eflective distribution of pr&cription
drugs and to mininge risks to consumers from takinguntefeit, adulteated, sub-potd or
expired drug. See The Prescription Drug Marketing Act Report to Congress June 2001 (“FDA
2001 Report”) annexed as Exhibit7 to the Affidait of Robert Dru&er? Druder Aff., 1 9.
The thrust of the bill was tav@end 8 503 of the[PCA so as to impose a “dggree” requiranent
on wholesal@alistributors of presgtion drugs. Section 6 of the bill set forth in rent pat the
following:

Section 503 [of the FDCA] is amended dydingat the end
the following:

(eX1) Ea&h peson who is ergged in the wholeda distribution

of drugs . . . and who is not an autirad distibutor of record of
suwch drugs stall provide to each wholesde digtributor of swch drugs

a statemet identifying each s& of the dug (includingthe date of
sale) béore the sale to suchhwlesale distributor. Ea manuéctuer
shall maintain at its corpaeaoffices a arrent list of such athorized
distributors.

Drucker Aff., 1 9.

! It should be nated thet “unauthorized” in this context refers only to thefact that these
wholesaledistributors have not bealesignated a “authorized distributors” bthe manufetures
in this industry Theyareso-cdled “seondarywholesales” who ae not includd on a
manufatura’s “authorized distributor” list.

2 All subsequent rferences to the Affidait of Robert Druker ae dted as “Ducke Aff., I
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In its report of Apit 30, 1987, the House of Regsenttves stated that the “degree”
requirenent was tlesigied to retore acountabilityto the wholesalsector otthe phamacaeuitical
marke. . .” and tirther notd that “[tjhe Ovesight Comnittee’s investigtion found that most of
the drug that wereountefeits, stolen, expired or obtained thrbugaud wee handld by
secondey wholesales, who wee not aithorized to distbute the manwdctuer’s product.” See
House Report, annexed to Driker Aff., as Ex 1, at p. 17. The ¢lise Reportancluded,
therdore, that “unauthdeed distibutors will be requied to cetify in writing to drugwholesales
the sourceand plae from which they obtained the drugs.” Id. (emphais suppkd) The
Senate Repoof Mardh 18, 1988 rdécted thesame langage. See Senate Report, annexedto
Drucker Aff., as Ex 2, at p. 7. This langage ranained in both the Hous@@ Senate s which
were ultimatelysignel into law byPresident Reag on Apil 22, 1988 and cami® be known as
the PDMA. At that time, based on tledging language, the lawrequirel unauthorized
wholesaledistributors to provide pedigeinformation onlyso farback @ the sourcérom which
theyobtained the gods. DruckeAff., §{ 1113.

On August 1, 1988, the FDAssued a lettethat provided gidanceon the PDMA for the
pharmaceutical industry, pending theissuance of implementing regulations Campl. §19. This
“Guidance Letter” interpreed the PDMA to requé that the paigree povided byunauthorized
wholesde digributors mntain the following information, in relevant part:

5. Stdement identifying prior sdes. FDA regueststha the staement
identifying prior sdes d presaiption drugs by unauthorized dstributors
be in writing that it bear théitle “Statement identifyng Prior Sals of
Presciption Drugs byUnauthorized Distributors Required the
Presciption DrugMarkeing Act,” and that it include lanecessey

identifying information regrdingall sales in the cla of distribution
of the produt; starting vith the manufaiwirer orauthorized distributor
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of record.
Under the FDA'’s interpretation of the PDMA at that time, then, an unauthorized wholesde
distributor was rguired to passlang peligree inbrmation reling back toeither the
manufature or the authorized distributor, dependimgon from whom the unghorized
wholesaledistributor purchaskthe drug (emphasis supplied). Compl. § 20; kercAff.,
17 14415.

The 1992 mendments whichamme to be know as the PDA modified serd sections of
the PDMA, includingsome of the langage of 8 503¢)(1). The anendments basitta expanded
the requirement to provide pedigeewith specific items of irdrmation and manded that the
pedigees be provided toetail phamacybuyers @& well as wholeda distributor purchsers.
Drucker Aff.,  18. The language outlining therequirement tha an unauthorized wholesde
distributor had to pass alopgdigeeinformation réating bak to eitherthe manufeture or the
authorized distributor did not chamgld. Sirce 1988, the wholesde pharmaceutical produds
industry— including both athorized and unauthorized wholksdistributors — has bee
complying with the PDMA bygiving pedigree stéeements baconly to the authorized distributor
from whom the prduct was pwhasd. /d. 1 19.

The DA issued proposkregulations to enfore the povisions of the PDMA on
March 14, 1994, at which time it regsted public comments on those prombesglations. /d.
1 2. Section 203.50(a)(6) of the proposed regulations provided, in relevant part, as follows:

203.50 — Regurementsfor whoesde didribution of presaiption drugs.
(a) Identifying staement for skes byunauthorized distributors. Bek

the completion of sy wholesaldistribution bya wholeske distributor
of a pesciption drug br which theseller is not anwthorized distribudr
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of record to aother wholsale distributor or tail pharmayg, the seller
shall provide to the puhasera statemet identifying each pror sale,
purchae, or trde of sub drug This identifyng staement shall include:

(6) the busings name anddaress of thparties to edt prior transaction
involving the dug, starting with the manufacturer. . . .

1d. 1 20 (enphasis supplied). This proposed rciengd the 1988 Guidwe Letter to a
regulation which rguired, forthe first time, that unauthorized wholksdistributors provide
pedigree information dl the way back to themanufacturer, regardless ¢ whether thewholesde
distributor purchaskthe drug from the manwaifctuer orfrom an athorized distribudr. Id.  21.
This proposedrule daced secondary wholesalers in the position of having to purchase dugs
from an authorized dstributor who was not required to conveyanypedigeeinformation
whatsoevebut nevetheless rquired the seonday wholesaleto provide pdigree inbrmation
back to the maufadurer — inbrmation that was not possible to obtain if the authorized
distributor refusd to provide it./d. I 23 (enphasis supplied).
After a comment p&d, the A published final egulations in part 203 on Dember3,

1999. These wareto become féective on Deembe 4, 2000. Compl. 1 22; Druckaff., T 24.
Specificdly, § 203.50 stated that

(a) ldentifying staement for sk byunauthorized distributors. Bek

the completion of my wholesaldistribution bya wholeske distributor

of a pesciption drug br which theseller is not anwthorized distribudr

of record to aother wholsale distributor or tail pharmay, the seller

shall provide to the puhasera statemet identifying each pror sale,
purchae, or trde of sub drug This identifyng staement shall include:

* * *

(6) Thebusiness namend addrss of all parties toazh tansaton
involving the dug, starting with the manufacturer.
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See Drucker Aff., Ex. 7(emphasissipplied). Therefore, before comgdetion of any wholesde
distribution of a presaiption drug by an unauthorized whdesde digtributor, the sdler had to
provide to the puttasempedigeestatements showirtfpe entireprior sales historyof the drug
back to the aginal manufaturer.

After thefind rule was published, the FDA received communicationsfrom whaesders,
industrytradeassociations and mers of Congess objeting to this most rec# provision
regardingthe pedigee“identifying staement.” Compl. { 23. TheDA met with rgpresatatives
of thewholesde drug indugry and indudry assaiationson March 29, 2000 to dscuss their
concens rgardingthe rgulations. As a rault of that meetinghe FDA delayed the &ective
date br those provisions until October 1, 200idaeopeed the dministrative lecod to reeive
additional comments. Drler Aff., §27. h theFederal Register, the FDA noted that it was
delayng enforcement of theRule “to addres numerous corens &out the provisions raised by
effecta [sic] parties.” Ducke Aff., Ex 8, p. 25639. rl connetion with the pedigze
requirenent, the FIB commented tha

[t]he meetingparticipants asserted thananufaturers ae unwiling to
enterin written authorization agements with the majoritpf smaller
wholesales so that these whaalers annot beome authorized
distributors of reord to the drug theysell and, here, must provide an
identifying staement for thee drug. The meiing paticipants also said
tha the smdler whadesders can not dotan an identifying staement
showing al prior salesof the drugsthey purchase for sale because alarge
portion of these digs arepurchaed fom authorized distributors who
arenot require to provide identifing staement andr@ unwilling to
voluntarily provide them. Theneetingparticipants asserted thauthorized
distributors will not voluntarily provide identifying statements when they
sell drug to unauthorized distributors becattsgould require the to

change thar warehouse and business pocedures, which would entall
additional efbrt and @pense.
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The meéing paticipants asséed that implementation of the finale

will prevert over 4,000 smaller, unauthorized distributors from distributing

drugs to their customersd mayput them out of business, at least with

respet to their prscription drugwholesalebusiness. Theglso asséed

tha because many of thar cusomers are smdler retail outlets tha are nat

serveal bylarger distributors, implementation of thedl rule mayleave

cettain markes for prescription drug, and ultimatelgyonsumersdr

presciption drugs, underseved.
Id. On Mayl6, 2000, the House Committee on Apprajons stated that it supported Cemnt
FDA action to delayhe efective date br implementingcetain requirenents of the Presgption
Drug Marketing Act urtil Odober 1, 2001, and reopen the administrative record in order to
receive additional comments” The Committee further noted thet it “bdieves the agency should
thoroughly review the patential impact of the proposed revisions an the secondary wholesde
pharma&eutica industry” Compl. § 25.

On Septembet9, 2000, the FB announed that it would conduct public &engs on

§ 203.50. dne Aelrod, Assomate Director for policy in the Centerdr DrugEvaluation and
Reseaarch, in desaibing eventsleading up to the hearing, Sated that

After we published the find rule we received alot of letters and peitions,

and had disgssions withmdustry industrytradeassociations andsen

members ofcongess objectingo cetain provisions of the geilation.

As | said, we eallydidn’t have ay inkling from the comments weceved

on the proposedile what the implications of this weegping to be

so redly we wae not quite preareal for the ontroversythat begn

amost & smn as we published the regulations
Drucker Aff., Ex. 10, p. 9. On Mattl, 2001, the FB again delagd the &ective dateof the
provision to April 1, 2002. i the notice mnouncingthe delaythe FDA stated that pé of the

reasan for thedday was to“alow more time” for the agency “to meke recommendationsto

Congess, for Congess to eMaate those mmmendations and, if oessay, time for rgulatory
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or legslative chang.” Drucke Aff., Ex 16; Compl{ 26. The noticevent on to state that the
“FDA adknowledges the oncens of the Pharntauticad Distributors Association and has
decidal that, in light of the urertanty recardinghow to resolve thessues involved and the
possible advese consguencs that could result @m implementation of the relant provisions
of the find rule, it is reasonae and apropriateto delaythe efective date”of § 203.50. Drucer
Aff., Ex. 16.
OnJune7, 2001, the FDA submitted its “Presaiption Drug Marketing Act Report” to

Congress. The report advised Congress, anong ather things of the following:

The PDMA pedigree exemgion for authorized dstributors rot only puts

unauthorized distributors at a disadvaetebut also has thdfect of

wiping theslate clan eah time prscription drug pass throudgan

authorized distributor. Todaynder thetarus quo, a lage volume of

presciption drugs move throulg the sgtem without pedigres, omwith

incomplete pediges, becase theyhave pased throulg an authazed
distributor at least ondeefore reachingtheir reail destination.

* * *

The [FDA] believe that, gven todays prescription drugdistribution gstem,
the PDMA provision that exempts authaizdistributors from havintp
maintain and pass onpedigeeundermines the ppose of the pdigree by
allowing for potential gaps in the distribution history.

* * *

FDA does not havéhe authorityto requireauthorized distributors to
maintain and pass onpgdigee Such a rguirement would neessitate
a statutorychang.

Drucker Aff., Ex. 17, pp. 8-9; Compl 27. The BA’s report oncluded that byevisingthe

requlations, it would be able to addsesome, but not all, of the comae rased bysecondey

wholesales. Drudker Aff., 136 and Ex. 17, p. 7. Ultately the rgport noted that “[b]Jecause
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8 230.50 rdects the langage of thestatute, the BA believes that it cannot revisine rgulation
to make it consistent with theurus quo. Such a rguirement would neessitate atatutory
chang.” Id., Ex 17, p. 10.

After submittng its report to Congess, the BA published a noticen Féruay 13, 2002
that it was furthedelaying theeffective dée of § 230.50, until April 1, 2003, bacse “thedelay
will allow additional time for Congess ad FDAto consider whiber legslative and rgulatory
changs ae appopriate.” Drudker Aff., Ex. 18, p. 6645; Copl. T 28. A similar notice v&a
published by the FDA onJanary 31, 2003, further delaying the effective dae for the same
reasons, namelyto giveCongess additional time to determinde&therlegslative action wa
appropiate and to give the agncyadditional time to consider wtieer rggulatorychangs ae
appropiate, and, ifso, to initate such bangs.” Druckea Aff., Ex 19, p. 4912.

Subsequentlyas pairof its Counérfeit DrugInitiative, the FDAsoudit comment on the
most effetive ways to achievehe gals of the PDMA. nl light of recent and impending
advanes in technologat the time, the BPA requested amment on the fesbility of usingan
eledronic pedigeein lieu of a paer peligree. The majorityof comments reeived as reorted
by the FDA supported thewveentual use oan eletronic peligree br all drugproducts in the
supplychain ad indicated thatraeledronic pedigeeshould be consided as dongterm
solution b fulfilling the PDMA requirenments codified 88 230.50. Complff 29. On Ebruay
23, 2004 (asarrected on Mach 18, 2004)the FDA published a noticéhat it was furthe
delayng theeffective dée of § 230.50 — this time until Decemlder2006. Druker Aff.,  42;

Compl. 1 0. Inthat notice the FDA explainedits reasoning:

10
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To summarize, FDAvas conltided that anlectronicpedigeeshould
acomplish and surpass theas of PDMA and is potentiallg more
effective solution to tracinthe movement of phanacuticals than a
paperpedigee As stated praously, it appeas that industryvill migrate
toward ad implement eleatnic trak and trae @pabilityby 2007.
Therdore, in order to How stakeholders toantinue to move toward
this god, FDA has cecided to stay theeffective dae of . .. §230.50 urtil
Decembe 1, 2006. Before theeffective dae, FDA intends toevauate
the progress bward implementaion o the dectronic pedigree and its
capaity to meet the intent of PDMA, andtéemine whéher to futher
delaythe efective date otthe regulations or take otheapproprate
regulatoryaction.

Drucker Aff., Ex. 20, p. 12795.

The foregoing “electronic pedigree” capability referenced by the FDA is presently
operationd in theUnited S&tes. Drudker Aff., § £. Several sdtware companies dfer eectronic
pedigeesystems that aran compliance wth the PDMA. Id. § 43. Plaintiff RKJSA Wholesale,
Inc, as vell as sevial otherPlaintiffs here, hae-peligree sgtem caphility throudh a subsdber
service Howeve, the problen remains that neithenanufatures nor aithorized distribudrs
(with few exceptions) havedapted the sstem and continue toftese to providepedigee
statements/d.; Compl 1 3536.

On dune 14, 2006, theDA issued an@nouncemet that it did notntend to furthedelay
the efedive date of§ 230.50 and that it had publishedoanpliance policyguide entitled
“Presaiption Drug Marketing Act Pedigree RegquirementsUnder 21 CHR Pat 203" for public
comment. Druker Aff., 148 and Ex. 22, pp. 34249-34250. TH&AHssued anothre
announcment on Novembet4, 2006 that its final ComipihcePolicy Guide wa available

Drucker Aff., 149. h addition, duringhe seond we& of Novanber, 2006, thePA release a

Guidancecomprised ofjuestions and ansvg entitled “Prscription DrugMarketing Act

11
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(PDMA) Requirenents.” See Drudker Aff., Ex. 26. Among othethings, that document states a
follows:

. Manufacturers are not required under the PDMA to provide any
specific information to wholesale customers [p. 5, question 9].

. Authorized Distributors are nogéquirel to provide a pdigree, whether
theyobtained the dig diredly from a maufadurer, fom another
authorized distributor, or fromr@on-authorized distributor
[p. 6, question 10].

Based upon theBA’s current interpretéion of the PDMA, anynventoryof the
unauthorized whaesde digributors thet exists after Decembe 1, 2006 cannot be sdd lawfully in
the marképlace ad furthercannot beeturnel to the manufature or authorized distribudr

from which it wa acquird.

1. Procedural History

On Septembe?0, 2006, Plaintiffs filed a Complaint alieg four caises of ation: (1) for
a Declaratory Judgnent tha the FDA Rule a 21 CFR 2@.50is partially unenforceable because
it constitues an qual protetion violation;(2) for a DeclaatoryJudgnent that the FB Rule at
21 CFR 203.50 is partiallynenfocedle beause it constitutes a dpeocess violation; (3) for a
Declaratory Judgnent tha 21 U.S.C.8 203(e)(1)(A) of the FDCA is partially unenforceable
becaise it constitutes an eduaotection violation; and (4pf a DeclaatoryJudgment that § 503
(eX2)(A) of theFDCA is patially unenfocedle beause it constitutes a dpeocess violation.
See Compl. 19 39-64. On Novmber 22, 2006, Plaintiffs moved the Court fopréiminary
injunction under Rule 65 of theeBerl Rules of Civil Pocedure sekingto staythe efective

date ofthe Rule pendingjnal resolution of thismatter. On Mvember22, 2006, ddge Sepert

12
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referred the issue gfreliminaryinjunctive reliefto me for aReport and Resmmendation,
pursuant to Feé R. Civ. P 72. See Order dated Nov. 22, 2006 [DE 5].

The paties apparal bytelephonedr a stiedulingconfeene on Novenber 27, 2006,ta
which time Iset a briéng schedule See, e.g., Drywall Tapers and Pointers of Greater N.Y. v.
Local 530 of Operative Plasterers and Cement Masons Int’l Ass’'n, 954 F.2d 69, 7&2d Cir.
1992); McKenna v. Wright, No. 01-CV-6571, 2002 WB38375, at *13 (S.D.N.Y. Ma4, 2002).
At the Novembe27 conérence, Plaintiffs ad Defndants stated thdelief tha the motion
could be esolved on paer submissions and without the needlive testimony | advised the
parties athat time that Wwould conduct the laingon Novembef9, 2006 at 11 a.m. The
motion was fullysubmited immediatelyprior to the heang on the préminary injunction
motion on November 29, 2006. At thenclusion of orbargument on Novembez9, 2006, |
closed the haringand reervel decision’

I1l. The Parties’ Contentions

Plaintiffs argie that the @plication of the Rule propoddythe FDA to unauthorized
wholesaledistributors of presgtion drugs, and Plaintiffs in particuladeprives them of equa
protedion of the laws within the meanirgf the Fourteeath Amendment. Pltffs. Memorandurn a
17. tis Haintiffs’ position that the Rule requsevholesale distributors whoeanot aithorized
distributors to provide a pedigestatement “idetifying each pror sale, puchase or tradeof
such drug§that shall include the business named addrss of all parties toaeh pror

transaton involving the drug startingwith the manufeture” while at the saméme exemptig

® Becauseof the imminent implementation date ofd@enbe 1, 2006, lageed to rendean
expedited Report and R@omendation within one dayf the haring namelyNovember30,
2006. Thepaties further agreed to compressal time peiodto file thar oljections

13
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authorized distributors from the perkgrequirenent. To the extent that it does staiftiffs
maintain, the Rule makes itimpossible for the unauthorized whaoesde digributors tocompy
with the regllation as written. Thampossbility of compliane, Plaintiffs arge, renders the
requlation unconstitutnal. /d. a 9. Furthe, Plantiffs mantain tha the Rule as promulgated is
inconsigent with the purpose of thePDMA. Plantiffs dso arguetha in theevent theRule is
found to be aalid interpréation of the PDMA, then ¢tain provisions of the PDMA must be
found to beunconstitutional. According to Haintiffs, when read in conjunction with the Rule
promulgated bythe FDA, the provision of the PDMAx@mpting aithorized distribudrs from the
pedigree requirement is rot rationdly related tothe purposes d the PDMA, and, therefore, this
classfication resuts in disparate treatment of authorized and unauthorized wholesde
distributors, in vioation of the EquaProtection and Durocess Clauses.

On this moton, Plaintiffs seek to stahe efedive date othe Rule promulgted bythe
FDA to allow the Court the opportunitg rule on the més of the underlyng daims. PAintiffs
have t&en the position that stayg theeffective dé&e maintains what thelFA acknowledges has
been thetatus quo in the industryfor the pat ten (10) gas. Defedants countethat the
application of thd=DA pedigeeregulation is consistent witthe plain meaing ofthe PDMA,
Defts. Memorandum at 13nd that the rgulation is consistent witthe PDMA'’s legslative
history. Id. at 15. The BA has not identified @y prejudicewhich might result if the Court wer
to staythe efective date otthis Ruk.

V. Standard of Review

The deision whetheto gant or day a préiminary injunction rests within the Court’s

sound discretionWeight Watchers Int’l v. Luigino’s, Inc., 423 F.3d 137, 14122¢l Cir. 2005);

14
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Sierra Club v. United States Army Corps of Engineers, 732 F.2d 253, 25&( Cir. 1984). The
grant of apreliminaryinjunction is revieweddr abuseof discréion. Hoblock v. Albany County
Bd. of Elections, 339 F.3d 411, 418 (2d Cir. 2004); Rodriquez v. DeBuono, 175 F.3d 227, 233
(2d Cir. 1999) (pecuiiam). A district courabuses its discretion imaptinga préiminary
injunction “if it applies the wrongegal standad, rests its decision on &aily erroneous finding
of fact, or issues an injunction comtang an eror of form or substancéHoblock, 422 F.3d &
96, see also Phillip v. Fairfield Univ., 118 F.3d 131, 1324 Cir. 1997) (pecuriam).

The reuirements foa préiminary injunction in ths Circuit are tgically met when a
plaintiff shows “@) irrepaable ham and (b)either @) likelihood of sucess on the més or (2)
sufficiently serious questionogng to the mats to make them afr ground forlitigation and a
balane of hadships tipping dadedly toward thepartyrequesting préiminary relief.” Kaplan v.
Bd. of Educ. of the City Sch. Dist. of the City of New York, 799 F.2d 256, 259 (2d Cir.1985); see
also 1-800 Contacts, Inc. v. WhenU.com, Inc., 414 F.3d 400, 40&¢ Cir.),cert. denied, 126 S.
Ct. 749 (2005); Federal Express Corp. v. Federal Espresso, Inc., 201 F.3d 168, 172 Cir.
2000). Wheaethemowung paty sesks to gay governmentd action taken in the public interest
pursuant to astautory or regulatory scheme, however, themouvng paty mug show “irreparable
injury and a likelihood of swess on the ni#s,” Bery v. City of New York, 97 F.3d 689, 694¢
Cir. 1996), not just sufficientlgerious questionsoghg to the mats of the aton. This higher
standard “refl ects theidea tha governmentd palicies implemented through presumptively
reasoned demaatic processs areentitled to a higer dgreeof deference ad should not be
enjoined lidntly.” Able v. United States, 44 F.3d 128, 1312¢ Cir. 1995). As Plaintiffs are

seking to enjoin theimplementaion of a government program intended to protect the public
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through the rgulation of the distribution of pregption drugs, the @plication of this highe
standard is@propriatehere At oral agument, neither péy disputed the applit@n of the
highe standad.

A prdiminary injunction is a drastic anck&aordinay remely that should not bergnted
routinely. See JSG Trading Corp. v. Tray-Wrap, Inc., 917 F.2d 75, 80 (2d Cir. 190); Patton v.
Dole, 806 F.2d 24, 28 (2d Cir. 1986); Collagenex v. Ivax Corp., 375 F. Supp. 2d 120, 123
(E.D.N.Y. 2005). Movants s&eg preliminaryinjunctive relief therdore, have dheavy
burden”to sustain.See Robert W. Stark, Jr. v. New York Exch., Inc., 466 F.2d 743, 7442 Cir.
1972); Dopp v. Franklin Nat. Bank, 461 F.2d 873, 878 (2d Cir. 1972); Ringling Bros.-Barnum &
Bailey Combined Shows, Inc. v. B.E. Windows Corp., 937 F. Supp. 204, 207 (S.D.N.Y. 1996)

Here, thestatus quo in the industryfor the pat ten (10) gas has beeto provide a
pedigeeback to @her (1)the manufeture or (2) the aithorized distribudr. Stayng the
effective dée of the subjead=DA Rule dos nothing moréhan maintain what thelFA has
alreadyacknowedged is curently thestatus quo. Since 1988, the wholdsgphamacaeitical
products industry including both athorized and unauthorized wholksa — has ben
complying with the PDMA bygiving pedigree stéeements baconly to the authorized distributor
from whom the prduct was pwhase. Drudker Aff., § 19. See, e.g., Building and Constr.
Trades Dep’'t, AFL-CIO v. Donovan, 543 F. Supp. 1282, 1290 (D.@ 1982) (ganting
preliminary injunction restraining the enforcement of certain regulationsissued in
implementation of the Das-Bacon Ad wherethe prior egulations had beethe industry

standarddr manyyeas).
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V. Discussion

A Irreparable Harm

The Seond Circuit has re@edlyheld that the irqgardle ham requirenent is “the
singlemost inportant preequisite forthe issuancef a peliminaryinjunction.” Rodriguez v.
DeBuono, 175 F.3d 227, 234 (2d Cir. 1999) (per curiam) (quoting Mamiya Co. v. Masel Supply
Co., T19F.2d 4,43 (2d Cir. 1983)); accord Freedom Holdings, Inc. v. Spitzer, 408 F.3d 112,
114 (2d Cir. 2005); Reuters Ltd. v. United Press Int'l, Inc., 903 F.2d 904, 9022¢ Cir. 1990).
Thus, unless Plaintiffs can show mjury that “is neitheremote nor spmulative, but atwal and
imminent and cannot bemedied byan avard ofmonetarydamags,” amotion for a priéminary
injunction should be deniedsee Rodriguez, 175 F.3d 5234.

Irrepardble ham maybe found werethe moving pey makes dstrongshowingthat
economic loss would sgnificantly damage its business dove and beyond asimple diminution in
profits.” See Mylan Pharm., Inc. v. Shalala, 81 F. Sypp. 2d 30,42 (D. D.C. 2000); Express One
Int'l, Inc. v. United States Postal Serv., 814 F. Supp. 87, 91 (D..O. 1992) (bidder daonstrated
irrepaableinjury wheee loss of ten-gar$1 billion contract would agse annudoss of $130
milli on, would impair biddes'relationships with subconttacs and would likelycausecapital
costs and layffs).

It is well settled in thiircuit “that the loss of a businessinstitutes irregableharm.
Soap Opera Now, Inc. v. News America Publ’g, Inc., No. 90-CV-2631, 1990 WIL24335 at *4
(S.D.N.Y. Aug 17, 1990);see also The Arbitron Co. v. Phoenix Broad. Corp., NO. 97-CV-4355,
1997 WL452020, at * 4 (S.D.N.Y. &g. 6, 1997). Thus, whe theinjunction will prevent

damag@ to the business asmnole, irrgardle ham can beestablishedSee, e.g., GPA Inc. v.
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Liggett Group, Inc., 862 F. Supp. 1062, 1068 (S.D.N.Y. 1994)] he law equires that the injury
to a business nessay to support aignt of apreliminaryinjunction muste damege to the
business as a who{as oppos#to a tempony or patial disruption) and that damagnust be
immediate”); Jessup v. American Kennel Club, Inc., 862 F. Supp. 1122, 1128 (S.D.N.Y. 1992)
(denyng motion for peliminaryinjunction “becase the eidence. . . does not rédct loss of
goodwill or destruction of busness sifficient to support afinding of likelihood of irreparable
injury”).

Here, the gidenceis unrefutd. In his Affidavit filed in support of thenotion for
preliminaryinjunction, P&intiff RXUSA Wholesale’s President, Rob&rucke, states that he
has attemptedf seveal yeass to obtain authorized distributor status for his comgenm
virtually evely major manufeturer of phamaceuticals in the United States, to no iaVaAs
evidene, Diuckerhas supplied fasal lettes from major phamacutical manudctuers Alon,
Bristol-Myers Squibb, Eisai, Glax@$thKline, Inc., Novatis, Pfizer, Scheng-Plough, Taeda
and Wyeth. Drud&er Aff., Ex. 12. The Druker dfidavit goes on to note that “[o]nce th®R'’s
rule becomes dfective. .. neither my company, nor any of theother Plaintiffs will be able to
continue in anypubstantive wholesatéistribution busiess.” DuckerAff.,  66. h addition,

Mr. Drucker state that “onceour businessesadestroyed and dismantled, it will matter wer

4

Plantiff RxXUSA Whdesde, Inc. dates inits pge's — and reterated & ora argument —
that it is an authorized distributor for approximatglysmaller manaictuers. Hovever,
RXUSA Wholesale has beeainable to obtain tg&horized distribudr” status fom anyof the
mgor drug manufacturers. Although RXUSA Wholesde has investad mmies tobecome
completelyeledronic pedigeeready, none of thébig thre€ authoized distibutors who
purportedly control gpproximately 95% of the meropolitan and naiond markets will agree to
provide ay pedigeeinformation as fabadk as the manaictuer rom whom theyurchaed
drugs. Drucke Aff., § 28.
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little whether this Cout eventually determines thet either the FDA Rule or theunderlying staute
is unconstitutbnal.” Id. §167. Further, Mr. Drucker points aut tha the inventory which his
companypossesses will becomerthless since it cenot be reurned to the manattuer or
authorized distributor under themeegulations. /d. § 68.

At the Octobe 27, 2000 public heang, the FDA receival testimonyfrom seveal
witnesses, includingnthonyYoung geneal counskto the Pharmacsical Distributors
Association — anssociation of licengkpresdption drugwholesales that ag¢ not authorized
distributors of reord forthe phamaceuiticals theydistribute. h his testimonyMr. Young
pointed aut that thereis no practical way for unauthorized wholesde digtributors tooktain
pedigree information from authorized dstributors snce mgor wholesders do nat voluntarily
give pedigeeinformation. Druker Aff., Ex. 11, p. 37. Younglso obsenathat if the four
thousand seconday wholesders naionwide go out of busness & aresut of therule, there will
be a sgous disruption of druglistribution. /d. a pp. 38-39. Citing two economistswhose
reports were subomitted into therecord o the hearing, Young staed that the end resut of therule
will be highe prices, highe insurane preniums and enhaed abilityto chage prenium prices.
Id. at pp. 40-41. Younglso reérred to a delaration submited bySteve Simmsformerstaff
person to Congssman Ihgdl — the author of the PDMA — statirtat it was not the intention
of Congess to agatesuch an ati-competitive result and upstne sgtem so dramatidg, id. at
p. 46, when the industiyad ber operdéing for the priortwelve yeas under a FDA guidance
that interpreted the FDMA to require unauthorized wholesale dstributors’ pedgree hstory to go

back onlyto the authorized distributor from whom thayrchaed the drus}id. at p. 38.
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Defendants do not substantivespond to the iepaable ham issue. h opposing the
motion, the FDA ér example does not adds Plaintiffs’ claims of loss of business or
impossiblity of peforman@. Given myreview of dl the papeisubmissons as well as the
arguments advared byboth sides duringhe Novembe29 heaing, | find that the potential
destruction of Plaintiffs' businesses constitutes irreparable injury.

B. Likelihood of Success on the Merits

1. The FDA Rule

Plaintiffs assert that theplication of the Rule propodédyythe FDA to unauthorized
wholesaledistributors of presgtion drugs, and Plaintiffs in particuladeprives them of equa
protedion of the laws within the meanirgf the Fourteeith Amendment. Pltffs. Memorandurn a
17. tis Haintiffs’ position that to the dent the Rule (1)aquires wholesale distributors whoea
not authorized distributors to provide a peda&statement “idetifying each pror sale, puchase
or tradeof such dug’ that shall include the business nama@addrss of all parties toaeh
prior transaction involving thedrug, sarting with the manufacturer” and (2) a the sanetime
exempts authored distributors from the pleggree equiranent, the Rule makes it impossible for
the unauthorized wholésgeadistributors to complyith the reglation as written. As such,
Plaintiffs contend that the galation is unconstitivnal. /d. at 9. Deéndants gunter that the
application of thé=DA pedigeeregulation is consistent witthe plain meaing ofthe PDMA,
Def. Memorandumtl3, and that the gelation is consistent witthe PDMA’s legslative
history. Id. at 15.

Typically, the FDA’'s administrative aetions aresubject to revie by the Court under the

Administrative ProcedarAd (“APA”), and m& be disturbed onl¥if arbitrary, caprcious, an
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abuse ofliscretion, or othmvise not in acordance wth law.” 5 U.S.C. § 706 (2)(A When
reviewing the FDA's interpretation and pplication of the PDMA, the Court must apphe two-
part test set foh bythe Supreme Court i@hevron U.S.A., Inc. v. Natural Res. Defense Council,
Inc., 467 U.S. 837 (1984). Theourt first must determine wtieer Congess ha spoken to the
guestion at issue and thentetenine, if Congess ha not addresskthe issue, if thegencys
regulation is a permissible construction of statute./d. at 842-43. Howver, whee an gency
is attempting, througnew egulation, to overturn a position it had anglly taken in an ater
issued contempongouslywith the legslation and allowed to stand without challeray
contraliction for manyyeass, the Court should notrsply defe to the agncys condusion but
should make an ingendent judment, examining the agcys condusion “with more exacting
vigilance than would othevise be enployed.” Building and Const. Trades Dep’'t, AFL-CIO, 543
F. Syp. & 1290 (granting preliminary injunction restraining the enforcement o certain
requlations issued in iplementation of the &vis-Bacon Act).

On the reord bdore me, Plaintiffs have not deonstrated that theris a substantial
likelihood that they will prevail on their claim tha the new Rule, by itself, isinconsigent with
the langilage and intent othe PDMA, since the feguage of theRule closelymirrors that of the
statute. Howeer, & discussed below, this Rule does not stand in isolation, but rather must be
viewed in connection with other provisions d the PDMA as enacted by Corgress.

2. The PDMA

Plaintiffs’ have aserted seerd challenggs to the constitutionalityf the PDMA.

Howeve, gven the time constmats imposed bythe filing of this motion roughlya wesk bebre

the efedive date othe statute, Will not rule on all of them since it is unnasaryto do so. For
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the resons stated v, | find that Plaintiffs have deonstrated a substantial likelihood of
succas on the merits on their alathat when rad in conjunction with the Rule promalgd by
the FDA, the provision of the PDMAx@mpting aithorized distribuirs from the peigree
requirement is rot rationdly related tothe puposes d the PDMA, and, therefore, thereis a
substantial likelihood that the classificatiosuking in the dispate treament of authorized and
unauthorized whaesde digributors ma/ befound unconstitutional.

Traditional equal protection andysis grants great deerence to legislative classiications
If “the distinctions drawn haveome basis in précal experiene,” South Carolina v.
Katzenbach, 383 U.S.301, 331 (1966), or if “any stde of facts reasanably may be conceived to
justify” them, McGowan v. Maryland, 366 U.S. 420, 426 (1961), andyteenot drawn 6n the
basis of ateria whollyunrelded to the objective dthe) stéute,” Reed v. Reed, 404 U.S. 71, 76
(1971), then thetatute will withstand an equalgbtection chienge. “But the [Supremé Court
also has rined this traditional test and hasds#hat a statutorglassificdion based upon suspec
criteria or affecting ‘fundamentd rights will encounter equal protection dfficulties unless
justified bya ‘compelling gpvernmetal interest’.”Schilb v. Kuebel, 404 U.S. 357, 365.

The paties agree tha this action neither affects fundamentd rightsnor involves a
traditionally suspect classfication. Therefore, we need only deermine whether the dllegedly
discriminatoryprovisions of the PDMA and theDA regulation promulgted therender @n be
justified byanyreaonable statenm¢ of fads supported bthe brod purposes of thEDMA.
Both sides greethat the purpose ¢dhe PDMA is to ensure the intéy of the néion’s drug
distribution ystem and to preve the distribution of drugs tharecountefeit, adulteated,

misbranded, ootherwise unda. Drucke Aff., Ex 1, at p. 17. Plaintiffs contend thattis the
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exempion o so-called authorized dstributors from [the pedigree] requirement tha is claimed to
have no conceivable raiond relationship to any legitimae government interest” PItffs.” Reply
Memorandum 810. Plaintifs point out that the FB itself spedically stated, in itsune 2001
Report to Conggss (Ex. 17, pp. 8-9) that “fi¢ PDMA provision that exempts authelz
distributors from havingo maintain and pass on adagree undamines the purposef the
pedigee” It is Haintiffs’ position here thiathe constitutional viation at issue sailts from the
exemption of certainrgities from complianc&vith pedigeerepoting requirenents, which
exemption nakes it impossible for the Plaintiffs to compWth the statute as integted bythe
FDA.

Defendants counter that Congress sated its belief that “most” unsafe drugs pass through
the hands of thanauthorized wholesatistributors and thefere the exemption of the
authorized distributors from the peckgrequireanent has aational basis and should not be
disturbed.

Recoizing that “raional-basis revie in equal potection anbysis ‘is not a license for
courts to judg the wisdom, fianess, or log of legslative choics,” Heller v. Doe, 509 U.S.
312, 319 (1993), honethelessrid that Defadants’ agument herdalls short. As reognized by
the FDA 2001 Report, “therolume of drug authorized distributors purchdsem seondary
wholesales is signifi@ant.” See Drucker Aff., Ex. 17, pp. 8-9. Theseulys arethen resold bythe
authorized distributor without a pedeg I/d. Evenif only a iny fradion of the susped drugs
pass throulg the hands of thauthorized distributors, isinot rational for thauthorized
distributors to be exempt from the requment of providinga pedigee particulaly since the

presciption drugs sold maywerywell havebeen purthasd on the open mket.
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Moreove, at the @tober27, 2000 public hearg, theFDA head testimonyfrom Ty
Kelley, Diredor of Govenment Relations for theood Maketing Institute. TheFood Maketing
Institute is comprised ahembers who opateapproximately8,000 pharmaes within major
retal stores (Saf@ay, Giant, Kroger, Albertson’s, Publixetc.) Mr. Kelleystated, amongther
things, that while thénal rule equires authorized distributors to obtain a ped&the “Cath-
22 heeis tha the regulationsdon’t require ether the manufacturer or an authorized dstributor to
provide them.” Drudker Aff., Ex. 14, p. 99.

“This Court is dbligated to sesk out ather conceivable reasansfor validating” the staute
at issue.Powers v. Harris, 379 F.3d 1208, 12172¢" Cir. 2004). Havingonsiderd all of the
arguments advanced by the paties here and having searched for any conceivable precedent &in
to the specific circumdances d this case | an ureble to dscern areason to vdidate the staute
with respect to this particular isste. It is na reasanable or rationd to bdieve tha Congress
intended to create a situaion in which it would beimpossible for unauthorized wholesde
distributors to complwvith the reglations of the PDMA. Rather tha&ngge in the convoluted
exercise oflefininga seondarymarke, but then making it impossible for entities in the
secondey marke to actuallysell presdption drugs leally, Congess could havenuch more
simply and diretly allowed onlyauthorized distributors to digiute prescription drug. Baed
on the chonologyof events and exhilis submited detailinghe discussions in both the FDAd
Congess, howewe it seems clar tha Congres did not desire thatgelt. At an OctobeR7,
2000 public heang, theFDA recived testimonyrom seveal witness, includingAnthony
Young genenl counskto the Pharmacsical Distributors Association whofesred to a

declaation submitted byteve Simmsformerstaff peson to Congrssman Dingll — the author

24



Case 2:06-cv-05086-JS-AKT  Document 12  Filed 11/30/2006 Page 25 of 30

of thePDMA — stding tha it was rot theintention of Corgress b aeate swch an anti-
competitive reult. DruckerAff., Ex. 11, at pp. 37-38. While it is nédr this Court to offer
suggested legslation, Isimply point out that creang sut an unwokable situation could not
have been Cangress’ intent and | see no plaugble explanation for thecreation of a stdute thd is,
in pradice, impossible to comphyith. Accodingly, | find that Plaintiffs have deonstrated a
substantial likelihood of success on theritseof this indivdual claim.
VI.  Laches

Defendants argue tha the doctrine of laches precludes the Cout from ganting Plantiffs’
motion for a preminary injunction, stayng theDeemberl, 2006 eféctive d#e of the Rule,
becaise Plaintiffs unresonablydelayed in makingheir applicdon until five business dayprior
to the eféctive dée. See Defts. Memorandum at 32. Bendants reason théPlaintifs had
adequée notice sinceéhe pedigeerequireanents set forth in the galations are not e, but are
rathe restatements of thos@wtained in the statute, wihidas bee effective in its presd form
since 1992 .See id. & 32-33. Additionally, Defendants arguetha Plantiffs have had 9x months
natice of theimpending Decembe 1, 2006 dfective dae for implementaion o the Rule because
the FDA published this information in an annountent on dne 14, 2006 See 71 Fed. Reg.
34250 (June 14, 20065ee id. Deendants contend tha Plantiffs’ unreasonable dday in
bringing this motion “evince bad faéh and underminesg possible gooddith contention of
imminent, irrepaable ham absent gtay” See Defts. Memorandum at 32-33.

In rebuttal, Plaintiffs contend that

the urgent neessityto bringthis moton arose beause(i)

the FDA refused to futher déay the efective date otthe regulation,
notwithstanding that Plaintiffs have challenged the constitutionality
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of the samenore than two months agand (ii) the BA announed,
for thefirst timelast week, tha noinventory could be retumed without
pedigeeinformation, eva though it wa purchaed befre sub
informaion was required, and even though Cangress dearly did nat
intend to include eirns within the definition of “sa&® for pedigee
purposes.

Pltfs. Memorandum at 14.

At the Novembe29, 2006 orbargument, Plaintiffs’ counselrgued that it was unfiafor
Defendants to rigae a déenseof laches at this juncture sintedustryrepesenttives were
discussing th&®ule with FDA epresentatives asta as this wde This statement was
corroboratel by Sarah Hwkins, the rpresatative who appared on behalbf the DA at the
Novembe 29, 2006 oral argument. The Affidavit of Rokert Drucker, President of RXUSA
Wholesale,ic. detéls extensive negtiations between thgarties aout the implementation of
the efective date> In addition, Druckestates that theA’s requiranent, that anynventoried
goods to be retmed to the origpating entity from whee they were purdiased must be
acompanied by pedigeestatement, wa“announed forthe first time just a wéeag.”
Drucker Aff., 151. Futher, & late as Novaber 20, 2006,aunsel for theparties &o discussed
enteing into apossble stipulation consenting to atempaary restraining order. Defendants
counsel ultimatelyadvised Plaintiffs’ ounsel that “hénad no authaty to do so.” levine Af., at
15.

The dotrine of lates is an equitablgefense which bis injunctive réef where a

plaintiff unreasonablydelays in commencingn ation. See Stone v. Williams, 873 F.2d 620, 623

(2d Cir.),cert. denied, 493 U.S. 959 (1989yucated on other grounds, 891 F.2d 4012d Cir.

®> These ngotiations are georth in detail in Sectionl lof this Report and Reenmendation.

26



Case 2:06-cv-05086-JS-AKT  Document 12  Filed 11/30/2006 Page 27 of 30

1989),cert. denied, 496 U.S. 937 (1990). A f# asseting alaches defese must show that “the
plaintiff has inexcusablglept on [is] rights so as to make aatee aginst the defedant unfa.”
Prudential Lines, Inc. v. Exxon Corp., 704 F.2d 59, 652d Cir. 2003). As anciitable doctring
laches maynot be baston delayalone. See Tamini v. M/V Jewon, 808 F.2d 978, 972 Cir.
1987); Henkind v. Brauser, No. 87-CV-4072, 1989 WB4109, at *9 (S.D.N.Y. Mal17, 1989).

In order to establishaddense of laches and ba the grant of injunctive relief, a defendant must

also prove thiat has been ppediced bythe plaintiff's uneasonhle delayin bringng theaction.
See Tri-Star Pictures, Inc. v. Leisure Time Prods., B.V., 17 F.3d 38, 442d Cir. 1994).

The Second Circuit has found a defendant to be prgjudiced when the assetion of aclaim
would be “inguitable” in light of the delg in bringng tha claim. See Saratoga Vichy Spring
Co. v. Lehman, 625 F.2d 1037, 104@d Cir. 1980). Specifidly, prejudiceensues whea
“defendant ha changd his position in a wathat would not have carred if the plantiff had not
delayed.” Conoco, Inc. v. Campbell Soup Co., 95 F.3d 187, 192 (2d Cir. 1996) (citing Goodman
v. McDonnell Douglas Corp., 606 F.2d 800, 808 n. 7 (8th Cir. 1979)). Dueto the equitable
natureof ladhes, anyesolution must be based on tlreemstance peculiarto eat case See
Stone, 873 F.2d 6224. The inquiryis a fatual one. See Conoco, Inc., 95 F.3d 8192. The
detemination of whethelaches bars glaintiff from equitable rdef is entirelywithin the
discretion of therial court. Robins Island Preservation Fund, Inc. v. South Old Dev. Corp., 959
F.2d 409, 4232d Cir. 1992).

During the Novembe29, 2006 orbargument, lasked [@fendants’ coundeat two
different times to identifyvhat prgudice would acrueif Plaintiffs’ motion were ganted and the

Rule was enjoineddm takingeffect on Deembe 1, 2006. D&ndaits’ counsel stated ththe
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prejudicewould be the messag” sud a rulingwould send to other phaacutical ®@mpanies.
| find that eve if such a messag” is so peceivel in the industrysuch outcome dsenot
amount to prejudicevarantingthe appliction of the doctrine ofaches. Enjoining the féective
date ofthe legslation does nothing motéan allow the phanaceutical distributors to continue
to operée in the mannen which the havdeen or the pat ten yas. Courts have held thedrf
additional period of dday while thelegality of theregulationsis judicially deermined with
finality cannot sigificantly harm éher the @vernmet or others.” Building and Constr. Trades
Dep’t, AFL-CIO, 543 F. Supp. at 1292 (citing Metzenbaum v. Edwards, 510 F. Supp. 609
(D. D.C. 1981). B compaison, there is no evidee ofprejudicedemonstrated Ine by
Defendants since “there is no comparably urgent need for dlowing theregulationsto become
effective immediatly.” Building and Constr. Trades Dep’'t, AFL-CIO, 543 F. Supp. at 1292.
The préiminary injunction will merdy be a tenporaryrepieve ofthe Rule takingeffect
while this liigation is decided on the mts. Therebre, baed on the ldcof anyprejudice
established byhe Deéndants iad in light of the &eady lenghy period of time that this Rule has
not been in #ect, | find that the dednse olaches should not barrgntingthe préiminary
injunction. See Sanofi-Synthelabo, Inc. v. Apotex Inc., No. 02-CV-2255, 2006 WR516486, at
*27 (S.D.N.Y. Aug. 31, 2006) (because active neggotiations between the paties isalegitimate
excuseto adday in bringing sut sufficient to bar alaches defense, Sandfi did na unreasonably
dday or inexcusably dday its motion for a preliminary injunction); see also Merrill Lynch
Investment Managers v. Optibase, Ltd, 337 F.3d 125, 132( Cir. 2003) (labes deénse ejeded
where plantiff presented evidence tha prior to kringing its motion for apreliminary injunction, it

pursued its objections to thebdration).
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VII. Conclusion
For all of the foegoing reasons, it is myemmmendation that Plaintiffs’ motion be

GRANTED.

Traditionally, anyobjection to a Reporind Recommendean mustbe filed wth the
Clerk of the Court within 10 dayof servie and &ilure to file objetions within ths period
waives theright to appeal.See 28 U.S.C. § 636(b)(10) (West 2006); Fet R. Civ. P 72;
Beverly v. Walker, 118 F.3d 900, 9024 Cir.),cert. denied, 522 U.S. 83 (1997); Savoie v.
Merchants Bank, 84 F.3d 52, 602d Cir. 1996). Howeer, & the NovembeR9, 2006 heamg, |
discussed with the p@es the fatthat the Deemberl, 2006 eféctive dée of the Igislation
presented exigent drcumdances which ssemingly warrant acompression of the 10-day time
period providd in 28 U.S.C. 636(b)(1)(C)See Hispanic Counseling Ctr., Inc. v. Incorporated
Vill. of Hempstead, 237 F. Syp. 2d 284, 200 (E.D.N.Y 2002); see also United States v. Baney,
568 F.2d 134, 13@(" Cir. 1978). Counsel for Plaintiffs eggd on the reord duing theheaing
to reduce thetime to cneday. Defendants counsel asked for ashort timeto confer with his
client and gt ba& to the Court. Byetter déed Novembe29, 2006 [DE 10], counsel for
Defendants likewisegieal to compress the time to file objens. Therabre, theparties e
direded to file written objettons, if any to this Report @ad Recommend®n via ECF no later

than noon on Denberl, 2006.

29



Case 2:06-cv-05086-JS-AKT

Dated:Central lip, New York
November30, 2006

Document 12  Filed 11/30/2006 Page 30 of 30

SO ORDERED.

/s/ A. Kathleen Tomlinson
A. KATHLEEN TOMUNSON
U.S. Magistrate ludge
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