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ZENECA INC. v. DONNA SHALALA, et al.

Civil Action WMN-99-307

UNITED STATES DISTRICT COURT FOR THE DISTRICT OF MARYLAND

1999 U.S. Dist. LEXIS 1232 7

August 11, 1999, Decided

DISPOSITION : [*1] G ensia's Moti on to S trike therapeutically e qui val ent to plain tiffs p roduct .
GR ANTED ; Gensi a's Motion to Dismiss DENIED a s
MOOT ; Z eneca 's Mo tion for Partia l Summary Judgment OUTCOME: Summa ry judgment was granted in favor
DENIED ; FDA's Moti on for Summary Judg ment and of defendants because defen dant admini s trative agency
Mo ti o n to Seal GRANTED ; G e nsia's Mo ti on for did n o t ac t arbitrarily or cap ric i ous ly in app roving
Summary Judgment GRANTED ; Zeneca's Moti on to d efendant pharmaceutical co mpany's request for an
Strike granted; Zeneca's Request for More Particularized Abbreviated New Drug Application and all of p laintiff
Priv ilege Log DENIED as moot ; FDA's Motion for pharmaceutical company's cl aims stemm e d from
Protective Order DENIED as mo ot; judgm ent ENT ER ED allegati ons of arbitrary or capric iou s co nduct.
in favor of Defendants and aga ins t Plainti ff.

CASE SUMMARY: COUNSEL: For Z EN ECA INC ., plai ntiff: Grace E
. Speight s, Anthony C . Ro th, Morgan, Lewis & Bockiu s ,

PH , Washingto n, DC .
PROCEDURAL POSTURE : All parties filed motions
for summary judgment and anc illary motions re l ated to For DONNA SHALALA, JANE HENNEY , defendants:
the compo sition of the administrative reco rd, and Margaret Jane Porter , Food & Drug Administration,
defend ant pharmaceutical company asserted trade se cret Rockville, Md

. protection over portions o f the administrative r eco rd in a
case pertaining to a decision by defendant agency to For GENSIA SI COR PHARMACEUTICALS , INC .,
approve defendant pharmaceutical company's request for movant : John Thom as Prisbe, E . Anne Hamel, Venable,
an Abbr ev i ated New D ru g Applicati on . Baetjer & Howard, Baltim ore, MD .

OVERVIEW: Plaintiff pharmaceutica l company JUDGES : William M . Nickerson, Un ited States District
cha ll en ged d e fendant Food and Drug Administration's Judge .
(FDA) decisi on to app rove defendant pharmaceutical
c o mpany's request for an Abbre v iated New Drug OPINION BY: William M. Nickerson
Application (ANDA) . By appro v ing the ANDA,
defend ant FDA permi tted the marketing o f defendant OPINION:
pharmaceutical c ompany's product as a ge neric version of
plaintiffs highly success ful and p rofi table p ro duct. The MEMORANDUM

court found the record before the agency adequate and

d eni ed the partie s' motions to supp lement the record or in this admin i strat ive record review case, Plaintiff

for discovery . The court granted summary judgment to Zeneca, Inc . ["Zeneca" ] chall enges a dec i s ion of

defendants because defendant FDA did not act arbitrarily Defendant Food an d D rug Administration ["FDA" ]

or cap riciously when approving t he ANDA and li sting the approving an Abbreviate d New Drug Appl i cation

de fendant pharmaceutical company's pro duct as [°ANDA" ] for a propofo l formu lation manufactured by
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Defendant Gensi a S icor Pharmaceuticals, [ * 2] Inc. Summary Judgment," P ap er No. 79; and an

[ "Gensia"] . In approvi ng Gensia's ANDA, FDA permitted "Opposition to [Gensia's] Cross Motion for

the marketing of Gens ia's propofol product as a generic Summary Judgment .

vers ion of Zeneca's highly success ful and profitabl e

propofo l pro duct, Diprivan. In its complaint, Zeneca has The L oca l Ru les clearly require tha t w here

requeste d , inter alia, an order vacating that app roval. there ar e cross motions for summary judgment, a
party in Ze neca's position should have filed a

Cross motions for summary judgment have been si ng le mem orandum o ppos ing the cross motions

filed by all part i es, n l along w ith several ancillary and replying to the oppos iti ons t o its own mot ion

moti o ns rel ated to the c omposition of the administrative or, at most, a si ngl e mem o ra ndum addressed to
reco rd, n2 and Gensia's assertion of trade secr et the arguments of each Defendant . See Loca l Rul e

protection over portions o f the administrative reco rd. n3 105(2 )(c) . Zeneca seeks to ex cuse its v iol atio n of

All moti ons are now fully briefed.n4 the Local Rules by c laiming i g norance of
Defend a nts' intention to file summary Judgment

moti o n s . See Paper No . 86 at 6 n.4 T hat claim of
at Zenec a's Motion for Partial Summary ignorance is s u rp ri s ing considering that this is a

Judgment, Pap er No . 66; FDA's Moti on for record review case w here i t cou ld be safely
Summary Judgm ent, Paper No . 72; and Gensia's assumed that cross motions would be filed, If
Motion for Summary Judgment, P aper No . 74. there was uncertai nty, th e s imp le resolution would
A lso pendi ng is a motio n to d i smiss fi led by have resulted from a t e l ep hone call .
G ens ia , Paper N o . 29, seeking dismissal of certain
Fi fth Amendment "takings" c laims asserted by putting the Loca l Rul es aside, comm on se nse
Zeneca . Becau se Zeneca's takings claims are should have dict ated a si ngle pleading. As fil ed ,
d irectly related to Zeneca's c l a im of market Zeneca's pleadings are incr ed ibly dupl icative .
exclusivity for it product, an issue that is al so pages 2 through 16 of Paper No. 79 are nearly
raised in the summary judgment moti ons, th e identi cal to pages 4 through 1 7 o f Paper No . 8 0 .
mo tion to dismiss wil l be addressed in Large portions, in fact , almost the entirety of
conjun ction with the mot i ons for summary paper Nos . 77 and 78, s imp ly rep eat the exact
judgment. same arguments .

[*3)
Far from b e ing "illogical" or " draconian" as

Zeneca in sists, see Paper No. 86 at 6 n.4, the

briefing scheme embodied in the L ocal Rules
n2 Gens ia 's Motion to Strike, Paper No . 2 8 promotes the most effi cient resolution of cross

and FDA's Motion for a ProtecU Ve Order , Paper m otio n s for summary judgment . Zeneca's
No. 84. counsels' pleading strategy, adopted for whatever

n3 Zeneca's Motion to S trike, Paper No . 75 ; reason, has res ulted in a needless waste of the

FDA's Motion to S ea l, Paper No . 73 ; an d Zeneca's Court's t ime, oppos ing counsel's time, and the

request for a more particularized P rivilege Log, resources of the ir cl i e nt .

Paper No . 7 6 .

n4 The motions are actually mo re than fully [* 4]

b riefed . In responding to Defendants' Summary
Judg ment motions, Z eneca to ok the rathe r unu sual I . STANDARD O F REVIEW

step o f filing four separate pleadings: a "Reply Zeneca c ha llenges FDA's decis ion to approve
Memo randum in Response to FDA's Summary Gens ia's ANDA under the Administrative Procedu res
Judgment Memorandum," Paper No . 77 ; a "Reply pct , 5 U.S.C. § 706 ["APA" ] . Under the APA, a court
Memoran dum in Response to Gens ia Sicor's shall not se t as ide an agency action, fi n dings, o r
Motion for Summary Judg ment," Paper No . 78; con c lusi ons, unless th e same are found by the court "to be
an "Opposition t o FDA's Cross Motion for . . . arbitrary, capricious, an abuse of discretion, or
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o therw ise not in accordance with law . . ." 5 USC. § ev idence w hich was neve r submitt ed to t he FDA. Zeneca

706(2)(A). Under this standard, "there is a presumption in has produced reports from expert witnesses that were
favor of the validi ty of administrative action," an d courts generated for this l iti gation . Early in this litigation ,
ar e particul arly defer ent ial when an agency is interpreting Zeneca attempted to ob tain, through discovery, samp les

its own statute and regulations . United States v. of Gensia's p roduct so th at i t could s ubmit that product to

Rutherford, 442 U.S. 544, 553, 61 L . Ed. 2d 68, 99 S. Ct. various tes t s . The Court denie d that r equest, holding,
2470 (1 979) ; Ethico n, Inc . v. FDA, 762 F. Sapp. 382, 38 6

(D.D.C. 1991) . While a r ev iew ing cour t "is to show a eve n were Zeneca to obta in samp les of the

p ro p er deferen ce to the expertise of the agency, the court product an d co nduct i ts own tests as t o i ts

s hould make a "searching and careful" inquiry of the sa fety and efficacy, that evidence would

record in order to ascerta in whether the agency decision no t be admi ss ib le in this litigat ion.

"was ba sed O n a consideration of the relevant fac tors and Zeneca's pr otest ations to the contra ry
, whetherthere has been a cl ear error of judgment." notwithstanding, thi s is an administrative

Citizens to Preserve Ove rton Park, Inc. v. Volpe, 401 review case . To the extent that Zeneca has

U.S. 402, 416, 28 L . Ed 2d 1 36, 91 S. Ct. 814 (1971) . now, or will deve lop in the future, [ * 7)
[*5] Mo reover, under this narrow scope o f review, "the some new evi de nce not presented to the

co urt is not empowered to substitute it s judgm e nt fo r that FDA, the app rop ria t e course is to subm it

o f the agency ." Id. the evidence to the FDA for
reconsi d erati on of its ini tial determination

. An agencyis to be accorded parti cular deference New medical evidence will not be
when it is evaluating scientific data within its tec hni cal reviewed for the first time in this Court.
ex pertise . FPC v. Florida Power & L igh t Co ., 404 U.S.
453, 463, 30 L. Ed 2d 600, 92 S. Ct . 637 (1972) ; March 4, 19 99 Order at 5-6 n .2 .
Sc he r ing Corp. v. FDA , 51 F.3d 390, 399 (3d Cir .
1 995)(FDA's "judgments as to what is require d to Nonethe less, aft er the Court denied that discovery,
ascertain the safety and efficacy o f drugs fa lls square ly Zeneca had its employees proceed to create its own

w ith in the ambit of the FDA 's expertise and merit v ersion o f what it bel ieved Gen s ia's product to be, te sted
deference from us ."), cert . deni ed, 516 U.S 907, 133 L . t ha t product, and then submi t ted the test results to the
Ed. 2d 195, 116 S. Ct. 274 (1995) ; International Court. On ce Zeneca was able to obtain samples of

Fab ricare Ins t. v. EPA, 297 U.S. App . D.C. 33 1 , 972 E2d Gens ia's actua l pro duct , Zeneca had one of i t s employees

384, 389 (D .C. Gr. 1992) (rationale for deference is conduct addition a l tests and then Ze neca filed the results

"particularly strong" when an ag e ncy evalu ates scientific of those te sts with the Court as well . S ee Second
evidence within its techni cal expertise) . Noneth eless, Decl aration of Christopher B . Jones, Ph .D ., Ex. A to
deference is not abdication . The court mu st find that the Zeneca's Reply to FDA's Summary Judgment Motion .

re levant factors upon which the deci s ion is based are
supported by some evidence . Ritter Transporta tion, Inc. Defendant s have motioned for the Co urt to s t rike

v . ICC, 221 U.S. App . D.C. 312, 684 F.2d 86, 88 (D.C. from the complaint all references to materials outs i de the

Cir. 1982), [*6] cert . denie d , 460 U.S. 1022. 75 L . Ed. 2d administrative reco rd, see Paper No . 28, and to disregard

494, 103 S. Ct. 1272 (1983). La stly and of particular any materials submitte d with Zeneca's pl eadings which

importanc e in this action, the court mu s t review the were not first submitted t o FDA as part of its review of

administrative reco rd as a ssembled by the FDA; it does the ANDA . While acknowl edging th at th e C ourt canno t

not pursue i ts own fact finding . Camp v. Pitts, 411 U.S. conduct a de novo rev iew of FDA's dec i si on, Zeneca [*S]

138,14Z 36 L . Ed. 2d 1 0 6, 93 S. Ct. 1 24 1 (1973). arg ue s that the Court can cons ider the information "for
th e limited purpos e of providing re levant background

II . PRELI MINARY IS SUES information nec e ssary to determine whether FDA
considered al l re levant fac tors on an ap pro priate record."

A . Content of the Admin istrat ive Record Opp . to Gensia's Mo t . to Str i ke a t 7-8 .

Since the commencement of this l itigation, Zeneca Zeneca's argument c reates a dis tincti on without a
has attempted to submit to th e Court for it s consideration difference . Fo r th e C ou rt to determine w hether Zeneca's
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test results or the i ssues those res ults supposedly ra i se pr oduces the "full record." In response to Zen eca's

sho uld have been considered by the FDA, wo uld requ ire discovery requests, FDA has filed a mot io n for a

the Court to make a threshold determination as to the protective order b arring discovery .

sc i e ntific validity of the tests . If, on the one hand, the
tests amount to nothing more than "junk science," then Because "the focal point for judicial review should
the FDA was correct in not considering them . On the b e the administrative record a lready in ex is tence, not

other hand, if th e tests are sc ientifically valid, th en the some new record made initial ly in the rev i ewing court,"

FDA may have erred. T h i s determ inati on, however, i s Ca mp v. Pitts, 411 U.S. 138, 1 42, 36 L . Ed. 2d 106, 93 S.

p r ecise ly the type of sc i e nti fic de t e rmination that FDA i s Ct. 1 241 (1 973), discovery is gener ally not permitted in

competent and the Court i s n ot competent, to make . If an APA review case . See A merican Canoe Assoc., Inc . v.

Zeneca truly believed th at it had relevant informati o n for EPA, 46 F. Supp. 2d 473 (E.D. Va. 1999). [*10] Courts

FDA to cons ider, there is no apparent r eason why it did have, however, recognized a few c ircumsta nces where

not submit th e in formation to FDA as u rged by thi s Court discovery is permitted in such a case: 1) a failure in the

since the inception o f th i s l itigation , n5 r ecord to exp lain administrative action as to frustrate

judic ial review; 2) a "substantial s how ing" that

documents co n s ide red or reli e d up on by the agency are
n5 The court notes th at, while Zeneca ab sent from the record ; 3) a need to supplement the

submi tted these expert opinions and tes t results record to explain or clarify technical terms or o ther
with its p lea di ngs, it actual ly re lied on them very difficu lt subj ect matter included in the record; and, 4) a
li ttl e in the pl e adings themselves. It would appear showing ofbad faith or improp er behavior. Pu blic Powe r
that these materi a ls were gene rated as much for Council v. Johnson, 674 F.2d 791 (91h Cir . 1 982) . These
non-litigation purp oses as for use in thi s Court . excepti ons, however, are li m ited and narrow, as "the
Zeneca has been widely di strib uting th ese des i gnation of the administrative record, like any
material s t o th e medical communi ty as litigation established admini strative p rocedure, i s entitled to a
document s, both through posting them o n its presumption of adm inistrative regularity . The court
website and th rough direct m ailings to health care assumes the agency properly designated the
providers . Wer e the documents not first made part Administrative R e co rd ab se nt clear ev idence to the
of the Court record, FDA reg ulati ons would have contrary ." Bar MK Ranches v. Yuetter, 994 F.2d 735, 74 0
prohibited the di stributi on of these co mparative (10th Cir. 1993)(emphas is adde d, citations omitted),
ma te rials . By co u ching these material s in terms of
"litigation documents," Zeneca believes that it is Zeneca seeks to re ly on the first and second

abl e t o do what it would not have been able to do excepti on s, identifying several c lasses of documents that

otherw ise. it c laims sho ul d b e inc luded in, but are absent from , the

admi nis trative record. Zeneca also [*llj c la im s, more

[ * 9] broadly, that "FDA's whole approach to the c ompilation

of the admini strative record in this case is wrong," Opp .
The Court w ill g rant Gensia's motion t o str ike and, in to Motion for Prot. Order at 4, i n th at FDA "appears to

ruling on the summary judgment motions, w ill disregard have [ ] 'submi tt ed an adminis trative record to the Court
any materia l s that were no t part of the record before which contains only documents favoring [FDA's]
FDA• dec i sion."' Id . at 3 (quoting National Wildlife Federatio n

Zeneca next takes issue w ith FDA's compilatio n of
v. Burford, 677 F. Supp . 144 5, 1457 (D . Mon t. 1 985)) .

the administrative record. Zeneca claims that the record The Court n otes, i n i tially, that Zeneca's cla im that
that FDA submi tted to the court wa s not the full FDA only inc luded docume nts in the record tha t are
administrative record that was before the agency at the favorable to its dec is ion i s inconsiste nt w ith the pos itio n
time it made its dec ision . According ly, Zeneca has Zeneca has taken in other pl eadings. Zeneca argues in
propounded discovery requests to t he FDA re lated to th e moving for summary judg ment, not only that th e re are
manner in which th e record was a ssembled and the documents in the record undermining FDA 's dec is i on, but
compl eteness of the reco rd. Zeneca argu es th at the Court th at the administrative record as a whole establish es that
cannot consi der Defendan ts' cross motions for summary FDA's dec ision was arbitrary and capr i cious . While the
judgment unti l this discovery is completed and FDA
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Court disagrees with Ze n ec a 's conc lusion as t o it s The las t three preliminary motio ns relate to FDA's

entitlement to summary judgmen t, its abi l ity to argue that withho lding o f certain documen ts in the admin i stra tive

entitlement be lies any conc lus i on that FDA compiled a record o n t he basis of Ge nsia's assertion of a tr ade secret

sanitized record. privilege. Early in this litigation, Zeneca fi led a motion

for a protective o rder that wou ld have al lowed the
As to the individual c lasses of doc ument s that adm in istrative record to be produced to Zeneca in its

Z en eca asserts have been w ith he ld from the record, the entirety, subject to certain res trictions on the use and
Co urt fi n ds no mer it in Zeneca's protes tat io n s . The [ *12] dissem inat ion of [*14] portions of the material . On
documents that Zeneca c l aims are miss ing are documents March 4, 1 9 9 9, the Court denied Zeneca's mo ti o n ,
that ei ther never exi ste d , exi s t but are no t properly part o f co n cluding that th e need to en force the statutory
the record, or are, in fact , al rea dy in the record . For protection of Gensia's trade secrets trumped Zeneca's
example , Zeneca faults FDA for fa iling to include a desire for unfettered access for the pu rpose o f this
memorandum of meeting fo r an August 19, 1 99 8 litigati on .
t e leconference . As FDA has explai ned, no memorandum

of this meeting was ever c reated . FD A, i n its discretion, On April 30, 1 999, this Court issued an order that

did not co n sider the te lepho ne conference an event that somewhat modified its March 4, 1 999 order. Recognizing
warranted the pr oduction of a memorandum to be that al l owing Defendants to r ely on those portions of the

inc lude d in the record . The substance of the conference, administrative record withheld from Zeneca m ight

however, i s included in the record in the form of the implicate du e p rocess concerns, the Court precluded

pre-conference submi ssions ofGens i a. Defendants from u sing any of the withheld materials in

support of the ir motions or in oppos ing Zen eca's m o t ion.
Zen eca also protest s th e absence of a d ocument The C o urt also allowed the option that Gens ia waive its

prepa red by an FDA attorney address ing the question of privi lege c laim and p ro duce th e mat erials pu rsua nt to an
whether the proposed labe ling on Gens ia 's produc t approp riate protective order. In the Ap ri l 3 0 , 1999 Order,
complied with certain s tatutory l abel ing requirements . the Court al so requ ired Gensi a to produce a privil ege log .
Thi s do cument is clearly a p ri v ileged document and, Gensia forwarded a c opy of a p ri v i lege log to Zeneca on
furthermore, as it addresses a pure ly lega l questi on that May 7, 1 999 .
the Court must ultimately decide , its in c lus ion in the
r ecord would be unnecessary. On May 14, 1 999, Zeneca filed a request for a more

particularized priv ilege l og . Zeneca complained that th e
Zeneca's last significant challenge to the reco rd log it recei ved was inadequate in that it : 1 ) fail ed to

re late s to FDA's alleged failure to inc lude documents address documents withheld from the Summary
from out side the FDA's Offi c e of Generic D rugs Admi n istra tive Record ; 2) failed to ad dress documents
["OGD"]. This [*13] allegation is s imply fa lse . While that had been [*15] produced in a partially redacted
the record produced was maintained by OGD, it in c luded form ; 3 ) grouped the materials in too large of units ; 4 )
consults from o ther p arts o f the agency that we re added to failed to provide sufficient description of th e documents
the reco rd maintained b y OGD. and , 5 ) failed to specify which privi lege was being

Finding th at Z e neca has failed to make the re quisite
asserte d as to which document s .

clear and subs tantial show ing that the administrative On May 2 8, 1 999 , Gens ia resp onded to Zeneca's
record i s incomple te, the Court will deny Zene ca any request with a more deta il ed privilege log and a pleading
further disc overy and resolve the pending summary addressing the concerns ra ised by Zene ca . As to the
judgment motions ba sed on th e administrative record as it Summary Administrative Record documents, G ens ia
now stands . n6 explaine d that no additional identifi cation i s nee d ed as al l

docume nts in the Summary Reco rd are a lso in the full

n6 Because this memorandum and order will Administrative Reco rd. Gens ia acknowl edge d t hat i t

r es olve a ll outstanding issues and close the case, inadve rtently failed to inc lude partially redac ted

the Court w ill de ny FDA's motion for a protective documents i n the l og and rectifi ed that e rror on the

order as moot. amended lo g . The amended log also broke th e documen ts
down into additional subcategor i es and p rov ides some
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add itional in formation r egarding the documents . As to avoided. The goa l of conducting a mean ingfu l rev iew of

Zeneca's las t complaint concerning the origina l log, it an agency's act ion w ill often be in conflict with the need

seems so mewhat disingenu o us for Zeneca to c laim that i t to protect the confident ia l materials or trade secrets of

was confu sed as to the privil ege asserted . It should have individu al entit ies invo lved in t hat agency ac tion . The

been c lear from the history of this litigation that Gens ia Cou rt can certain ly imag ine s ituati ons in w hich it is not

was seek ing to pro tect trade secret and co n fidential poss ible to do both -- where the need to protect trad

e commerc ial information. se crets must yield to the need to have an adeq uate [*18]

recor d fo r the Court to review. In th is instance, however,
Finding that Gen sia's r esp onse [ * 16] and amended even on the parti al record before t he Co urt, it is clear that

priv ilege log adequa te ly address Zeneca's concerns, the there is no merit, whatsoever, t o Plaintiffs cha llenge of
Court will deny Z en eca's request for a more FDA's action, as expla ined below .
part icularized p riv ilege lo g as moot .

III . SUMMARY JUDGMENT MOTION S
On May 14 , 1 999, Zeneca a lso moved to strike fro

m Defendantspleadings any references to undisclos ed Z e neca proffers seve n grounds upon which it argues
administrative record materia ls . In their res pective that FDA's dec i si on to approve Gens ia's ANDA was
summary judgment pleadings, both Defendants included arbitrary and capr icious . n8
references to p rivileged materials that have been withh eld
from Zeneca. FDA did so del ibera te ly and filed w ith its ( 1 ) FDA arbitrarily and capri cio usly foun d
pleading a motion to sea l , requesting that the Court enter that d isodium edetate ("EDTA") in
an appropr i ate protective order all owing re lea se o f the DIPR IVAN(R) was a preservat ive and
privileged materials to Zen eca . G ens ia indicates that its therefore it could appr ove Gensia Sicor's
reference to privileged mate ria ls was inadver tent and as k s propofol product using an "abbrev i ate d "
the Court to rule on the c ro ss motions without reference review procedure at the same time that i t
to the privileged material s refe rence d by Gensia, or those found that EDTA in DIPRIVAN(R) is not
referenced by FDA. Gensia argues that, even wi thout the a preservative, that EDTA in
withheld docume nts, the record is sufficient to allow the DIPRIVAN(R) d id not meet the accep te

d Court to resolve the cross motions . United States Ph armacopeia ("USP " )
definition

Court ag rees that the m otio ns can be
resolved definition o f a "preservative," and that

Zen eca i s require d to state un e quivocally
without reference to the privileged material . The refo re, in red lett ers on DIPRIVAN(R)'s labeling
the Court will grant Zeneca 's mo tion to strike. FDA's that the product "Contain s no
mo tion to seal , to the extent that it requests re lea se of the preservat ive . "
withheld [*17] documents pur suant to a protective order ,
will be denied. n7 (2) FD A's medical review of the safety of

Ge nsi a Sicor's propofo l p ro duct was

n7 The Court will s t rike those refe rences to arbitrary and capricious because it was

the w ithheld materia ls in that the Court will not based o n a repeated factual error regarding

con s ider the m in reso lving the summary judgment the pro posed product's pH ran ge . FDA

motions . The Court will allow the record r ev iewed the safety of a hypotheti c al

materials submi tted by FDA to rem ai n in the propofo l p roduct having [*19] a pH range

Court file, under seal, to preserve the record for of 6 .0 to 7 .5 when the pH range of the

any potential app ellate review. pro po sed, and now approved, Gen si a Sicor

p ro duc t w as more than an "order of
magnitude " lower at 4 .5 to 6 .4 .

On e final note on the privilege issue. As FDA

observes, there are difficulties in "artifici ally confining (3) G en s ia Sico r admitted, and FDA

the Court's review to a partia l reco rd." See FDA's Re ply found, that Gensi a Sicor's subs t itution of

in Support of Cross Mot. for Summary Judgment at 8. sodium metabisul fi te ("Sulfite") for EDTA

Unfortunately, those difficulties cannot always be in DIPRIVAN(R) affected the safety of
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the proposed propofol product so m uch any propofol produ c t prior to June 11,

th at a special warning had to be added to 1999, the cu rrent expiration date of FDA's

the labeling approved for DI PR IVAN ( R). three year market exclusivity grant to

FDA no n e theless app roved Gens i a Sicor's D IPRIVAN(R) for a propofol product

ANDA . In so doing, FDA v iolated its ow n cont ainin g an antimicrobial add itive, not

r eg ulations which prohibit FDA from ju s t pro pofo l w ith EDTA .

approving a drug us ing its abbreviated

r ev iew procedures wh ere the applicant, Moti on for Parti al S ummary Judgment at 2-4

here Gens i a Sicor, "fai ls to provide[] (unnumbered) . Each of these groun ds [*21] w ill be

information demonstrating that the addressed, se riatim .

differences [b etween the p roposed dru g

product and the reference li sted drug] do

not affect the safety of th e pr opose d drug n8 Zeneca sought to reserve the right to ra i se

product." additi onal issues "after receiving the entire

administrative record and/or taking FDA's

(4) FDA violated the FDCA whe n it de position ." Mem . in Support of Part. Summary

approved Gen s ia S icor's ANDA after Judg ment at 3 n.2 . Because the Court concludes

finding that the presence o f Sulfite in that no additional discovery w ill be permitted and

Gensi a S ic or's propofo l product required no addition al porti o ns of the record releas ed,

the addition of a sulfite warning not Zeneca's challenges to FDA's decisi o n is limited

present in the labeling for DIPRNAN(R ) . to these seven i ssue .

As FD A h a s long recognized in its officia l
prono uncements, the FDCA r equires A. EDTA and Sodium Me tabisu lfi te as
rejection of a n ANDA "where a proposed "Preservatives "
change [*20] in a generi c drug wo uld
jeopardize t he safe and effec ti ve use o f the Under 2 1 C.F.R. § 314.94(a)(9)(iii), FDA can
produc t so as to necessitate the additi o n of approve an ANDA for a generic version of a parenteral
signifi cant new labe led warnings ." drug if the only variance between the i n novator drug and

the generic drug i s a difference in the preservative ,
(5) FDA acted arbitrarily, capriciously, buffe r, or antioxidant . n9 Z en eca's and Gens ia's products
and abused its discreti on in conc luding contain different antimicrobia l agents : Zeneca's Diprivan
that Gensia S icor's propofol product was contains EDTA and Gen sia's generic propofol contain s
the rapeutical ly equivale nt to sodium metabisulfite . FDA approved the ANDA on the
DIPRIVAN(R) because, as FDA correctly basis that this difference i s only a difference in
fo und , Gens ia Sicor's Sulfite- c ontaining preservatives, Zeneca contends that thi s reasoning is
propofol pro duct cann ot safe ly be u sed on inco n si stent [* 22] with F DA's requirement th at the lab els
a significant porti on of the patient for both products contain a s t atement that the product
popul ati on and shoul d no t be u sed on "contains no preservatives. "
patients whose sulfite sen sitivity i s
unknow n .

n9 The regulation reads as fo llows :

(6) FDA acted arbitrarily, cap riciously and

abuse d it s discretion in approving labeling (iii ) Inactive ingredient changes

for G ensi a Sicor's propofol product wh ich, permitted in drug p roducts

in vi o lati on of FDA's stated requirements, int ended for parenteral u se .

conta ins only a sulfite "p r ecaution" r ather G enerally, a d rug product intended

than a full sul fite "warn ing" and deletes for parenteral use shall contain the

entire ly th e pancr eatitis warn ing. same inactive ingredient s and in
the same concentration as the

(7) FDA violated the FDCA by appr oving refer e nce l isted dru g ident ified by
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the applicant under p ar agraph range of 6 .0 to 7 .5 . On January 1 6, 1998, however
, (a)(3) of thi s section . However, an Gens i a amended its ANDA, withdraw i ng from

appl icant may seek approval of a consideration the fo rmulation containing EDTA an d,

drug p roduct th at diffe rs from the instead, seek ing approval of a formulation using sodium
reference listed drug in metabisulfite as a preservative . Because the microbial
pr eservative, bu ffer, or antioxidant activ i ty of sodi um metabisul fite i s increased in a more
pr ovided that t he applicant acid i c solution, Gens i a had to lower the pH of its new
id entifies and ch aracterizes the formulation to ach ieve an antimicrobi al effect similar to
differe nces and provi des that ofDip rivan . As not ed by Gensia, G ensia h i ghlighted
i nformation demonstrating th at the throughout the ame nded ANDA that the new formulation
differe n ces do not affec t the safety had a pH range of 4.5 t o 6 .4 . See Gen s i a's Cross Motion

of the proposed drug product . at 22 (li stin g re ferences in the am e nded ANDA to th e pH
range) . In early June 1998, Dr. Moo Park of FDA noted
in his review of the ANDA that "the test product [*25]

These p osi ti ons, however, taken b y FDA i n these differs from the reference p ro duct in the pH
two different contexts, are no t inconsi stent . The use of s p ecificati on," and spec ific ally noted the range as 4 .5 - 6 . 4 .
the wor d "p reservative" in the context of approval of a AR at 00 2905 .
generic drug relates to the function of the [ *23] inactiv e
ingredient in the fo rmu lation . In the l abeli ng requi reme nt , In Au g ust of 1 998, G ensia arranged for a conference

the wo rd refers to the effectiveness of the ant im icrob i al call with FDA to discuss vari ous issues related to the

agent . The FDA expla ins that nei ther formulati on amended AND A . The age nda for the meeting inc luded
: contains a sufficient concentration of the respective

antimicrobial agents so that they can meet appl icable Compariso n of Propofol Formulations
preservative effectiveness tests. See SAR at 369-370.
Becau se the level of these agents is insuffic i ent to protect .••
from contaminatio n , FDA requi res the lab els for both
products to contain a sta tement th at the product "contains Diffe rences in Preservat ion,

no pre ser vative" "to diminish the likelihood of continued P ackaging Con figuration, and pH

practitioner mi suse and s ubsequent infections ." Id . at 370.
That does n ot ch ange th e fact that both EDTA and pH Designat e d in Formulation

sodium metabi s utfite are preservatives, i.e ., "sub s tan ce[s ]

that prevent [] or inhibi t[ ] microb i al growth ." Id. (c iting Agenda for Aug ust 19 , 1998 Meeting (emphas i s added),

Reming ton' s Pharmaceutical Sc iences at 12 86) . AR 00 3 82 6 . The material s Gens ia submitted prio r to the
telephone conference conta ine d a lengthy di sc ussion of

B . The PH of the Ap prove d Formulation th e 4 .5 to 6 . 4 pH s pecification for the product and
Gens ia's conclu si on that t hi s differen c e from the

Zeneca's Dip rivan has a pH range of 7 .0 to 8 . 5 . The ori ginator's formulat ion would not impact the safety of
pH for th e produ c t Gens ia i s m ark eting has a range of 4.5 the generi c pro duct . AR at 003827-003829 .
to 6. 4 . Zeneca argues t hat FDA app rove d Ge ns ia's
product under the mi staken imp ress ion that the p ro duct Given the p reva lence of r eferen ces to the 4 .5 to 6 . 5

would have a pH range of 6 .0 to 7.5 . Z eneca c laim is, in PH range in th e reco rd, Zeneca acknowledge s, as it must,

esse nce, that FDA [*24) simply app roved the wrong that FDA w a s appri sed of the lower pH range . Zeneca's

drug . Because [he approval was b ased on thi s material ly argument is that, somehow, desp ite Gens ia's rep eated

erroneous factua l p redicate , according to Zeneca, the reference to the new pH range, FDA never read tho se

deci sion to appr ove was arbitrary and c ap ric ious. ma terials and became aware of the change in the
amended ANDA . As support for this theory, Zeneca cites

The record be lies any claim that FDA was con fu se d an April 8, 1 99 8 Mem o [*26] from Dr. Mary Fanni ng in
as t o the pH of Gens ia's product . On March 3 1 , 1997, wh ich she mi s takenly r efers to the pH of Gens ia's product
G ensia submi tted an ANDA fo r a generi c propofol as 6. 0 to 7 . 5 . Zeneca's Reply to Gensi a's Mot ion at 5
product contai ning EDTA, the same antimi crob ia l agent (c iting AR 003 568) .
as found in Diprivan. That p roduct was t o have had a p H
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That Dr . Fanning on one occasion very ear ly in the n1 l FDA requires the following sulfite

review process re ferred to an incorrect pH range is a sl im warning to appear on any presc riptio n drug

thread to hang the conclusion that FDA repeatedly produ ct containing a sulfite (except

igno red wha t was prominently disclosed in Gensia's sulfite-contain ing epinephri ne, which must carry a

submi ssions and conducted this extens ive r eview on t he different warning) :

w ro n g dru g . That conclusion is fu rther undermined by the

exi stence of later documents in the record which were "Contains (insert the name of the

provided to D r. Manning (a nd on which s he "s igned off') sulfite, e .g, sod ium metabi sulfite),

that contain the correct pH informat io n . See AR 0038 16, a sulfite th at may cau se

00382 4 -00383 1 and 004011- 004012; see also, AR alle rg i c - type react ions in cluding

004256 (in labeling review dated Dec. 21 , 19 98, Koung anaphy lac tic symp to ms and

Lee notes "the pH is now listed as 4 .5 - 6. 4 compared to 7 l ife -threatening or less sev ere

t o 8 .5 . The pH di fferenc e was found to be acc ep t able by as thmati c episod es in certain

Dr. Mary Fanning"). Whil e there may h ave bee n some susce pti b le p eople. The overall

initial confus ion, it was certainly clarified lo ng before the prevalence of sulfite sens i ti v ity in

ANDA was ultimately approved on January 4, 1 9 99 . n10 t he general popul ation is unknown

and probably low. Sulfite

n1 0 It is on this issue th at the l
ack of sensitivity is seen more frequently

in asthmatic than in nonasthm atic
availabili ty o f the entire administrative record is peop le . "
the mos t probl e matic . FDA's moti on cite s

w ithheld portions of the rec ord that di scuss a
21 C.F.R. § 201.22(a) an d (b) .

October 1998 microbi ology rev iew and a

December 1 998 ch emi s try rev iew that apparently [-28 1
also reference the proper p H range for the

proposed p ro duct. G iven the other refere nces in As an in itial obser vation, there is nothing novel or
th e record to FDA's knowledge of t he tr ue pH of unique in FDA's approving a sulfite conta ining generic
th e proposed formulati on, th e Court ne ed not drug with ap propriate warnings where the pion e er drug
co n si d er this w ithhe l d material . did not co nta in a sulfite. FDA cites three examples o f its

doing ju st that. See FDA's Motion for Summary

["271 Judgment at 21, n. 10 , and Exhibit C (listing
methoc azb amol injecti on, me peridine hydrochloride

C . FDA Relianc e on Sul fite Warnings in Approving injection, and me toclo pramide injection as examples).

ANDA Furthermore, at least one court has found no thing

It is und isputed that a certain portion of the arbitrary o r c apric ious in FDA's approva l o f a generi c b y

population is s u sceptibl e t o adverse r e actions to sodium reliance on a warning necessi t ated by an inacti ve

metabisulfi te because of sulfite sensitivities or allergies . ingredient in the generic to whi c h a certa in portion of the

A s a result, in approving-- Gens ia's p ro duct, FDA population might be sensitive . S ee Bristol-Myers Squibb

requ ired sulfite warnings to b e inc luded in its labeling. Co. v . Sh alala, 923 F. Supp . 2 1 2 (D.D. C. 1 996) .

nl I Zeneca argues that FDA viol at ed § 314 . 94(a)(9)(i ii) In Bristo l-Myers, the manufacturer of a pioneer dru g
of the FDCA by rely ing on the se warn ings as part of its complained that an FDA-approved generic vers ion of i ts
safety ev alua tion of Gensi a's product. As s tated abov e , § drug containing aspartame posed a pote ntia l public health
314. 94 (a)(9)(iii ) requires that any "differ ences" related to ris k . It was undis puted that aspartame can cau se adverse
the use of a different preservative mus t "not affect the health e ffects in a certain porti on of the population, in
safety of th e p roposed drug product ." As an alternative this case, those th at are unab le to metabo li ze
arg ument, Z eneca co ntends that, even if warning labels pheny lalanine, a component of aspartame. In di smissing
could be empl oyed to negate new safety concerns related the pioneer drug m anufacturer's critic is m of th e FDA
to sodium metabi sulfite, the warning lab e ls provided are f*29] approva l , the Dist rict Court for [he District of
inadequate to assure the safe use of Ge n sia's pro duct. Columbia h e ld that " this danger i s negated" by the fact
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that the generic "contains a clear warning label specify ing Zeneca a lso argues that the need to include a sulfit e

that the drug product co ntain s pheny lalani ne . The product warning on the label of Gensia's p roduct results i n a

box also s t ates that it co nt ains aspartame. A treating violation of that p rov ision of th e FDCA that requires,

phys ician w ho has a patient who could not m e t abolize genera lly, th at the labeling of a generic drug be " the same

phenylalan ine would be on notice, as with other drugs as" that of the p ioneer drug. See 21 U.S.C. §

wh i ch m ay have an adver se effect on his or he r patients, 355(j )(2)(A)(v) . n 1 2 Defendants co unter that, because the

not to prescribe the drug to pheny lketonurics." 923 F. difference in labeling relates to a permissi b le change i n

Supp. a t 222 . the formulation o f the drug, the difference is permi ssible
unde r an establ i shed exception to the "same l abeling"

In th e instan t case, as Gensia correctly o bserves, in requi rement, specifically, 21 C.F.R. § 314.94(A)(8)(iv) .
arguing th at the approval of Gensia's ANDA was That regulation, wh i ch implements 21 U.S.C. §
violative of § 314.94(a)(9)(ui), Zeneca is co nfu si ng the 35 5(j)(2)(A)(v), pr ovi des ,
safety pro file o f the generic drug with the adverse event

pr ofi le. See Gen s ia's Cross Moti on at 1 6 . Thi s di s t inction Labe ling (includ in g the container label,
is expl icit in the deci s i on in B ristol-Myers. Whi le package insert, and, if applicable,
acknow ledg ing that the approved generic dru g "may have Medication G u ide) proposed fo r the drug
an adverse effect" on certa in patients, n onethe less, th e product must be the same as the l abel ing
FDA prope rly concluded the drug was "safe for its approved for the refe rence l i sted drug,
intende d u se ." 923 F. Supp. at 222 (emphas i s added). The except fo r changes requir e d because of
Court concurs with Gens i a that " FDA re asonably di ffe r ences approved under a petitio n fil ed
concluded that, although the product has a[*30] under § 3 1 4.93 or b ecause th e drug
different risk profile, requiring a warning for sulfite pr oduct and the reference [*32] liste d
sensitive p atients, the safety of the product was not drug we p roduced or di stribut ed by
affected becau se both Gens ia Sicor's pr oduct and different manufactu rers . Such differences
Dipri van are safe when used as directed." G en sia C ross between the applicant's proposed labe li ng
Motio n at 1 6. a nd lab eling app roved for the reference

listed drug may inc lude differences in
The Court finds curious Zeneca's related argument expiration date, formulation,

that t he warnings are ineffective to render G ensia's bioavailability, or pharmacoldn e tics,
product safe b ecause phys icians will ignore th ose lab eling revis ion s made to comply with
warnings. See Z eneca's Motion at 35 . Regulations related current FDA labeling guide lines or other
to the labeling and packag ing of drug s are a fundamenta l guidance, or omiss ion of an indication or
part of FDA's reg ul atory s c h e me . To assume th at h e alth other as pect of l abe ling p rotected by
care prov iders would either fail to read or ig n ore c l e ar patent or accorded exclusivity und er
warnings would ca ll into questi on that entire scheme. secti on 5 050)(4 )(D ) of the act.
Zeneca has provided no support for this remarkable
asserti on. A s to Zeneca's c laim that th e warnings are not

21 C. F.R . § 31 4 .94(A)(8)(i v)(e mph a sis added) .
sufficiently clear, th at they should be pr inted in a holder
print or a different colo r, that is precisely the kind of
special ized determination about whi c h this Court cannot n1 2 Section 3550)(2)(A)(v) prov ides, in part .

sub stitut e its judg ment fo r that of the regulatory ag en cy .

See Henley v. FDA, 873 F. Supp. 776, 782 (E.D.N.Y. An abbrev iate d app li cation for a

1995)( " I[ is this Courts v iew that the FDA's new dru g shall cont ain -

determ inati on of what lab eling bes t reflects current . . .
s cientifi c informati o n . [*31] . . invo lves a high degree information to show that the

of expert scientific analys is"), affd, 77 F. 3d 616 (2d Cir. labeling proposed fo r th e new drug

1996). is the same as the label ing

appr oved for the li sted drug . . .
D . Section 3 550)(2 )(A)(v)'s Same Label ing except for changes required

Requi rement . because of th e differe nces
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approved under a peti tio n filed (requiring sulfite warnings)

under subparagraph (C) or because

the new dr ug an d the listed drug E. FDA's Des i gnation of Gens ia's Product as

are produced or d istri buted by "Therape utica lly Equivalent° to D ipr i van

different manu facturers.
Zeneca next takes iss ue with FDA's decision to list

[*331 Gens i a's [ *35] pro pofol product as therapeutica lly

equivalent to D ipr ivan in the FDA publicati on,

Zeneca would hold FDA to a very narrow "Approved Drug Products With Therapeutic Equiva lence

interpretation of this "formulation" exc ep tion , ess entially Evaluations," more commonly known as "the Orange

limiting i t to al lowing a li sting of pro duct components or Book." Zeneca argues that FDA's advice in the Orange

ingredients . See Zeneca's Reply to FDA's Moti o n at 1 3. Book on thera peutic equivalence i s i naccurate, and

In fact, Zeneca appear s to question whether Secti on therefore, arbitrary an d capricious becau se the inclusion

3 14.94(a)(8)(iv)'s allowance for any "formu latio n" of a sulfite in Gen s ia's formulation "may produce severe

differences is a permissible interpretation of Section a dverse reactions not assoc i ate d with D i privan with

3550)(2)(A)(v) . Id. at 1 3 n . 1 3 . Zeneca sugges ts that EDTA." Zeneca Mot ion at 4 3 .

Con gr ess intende d the "changes requir ed . . . because th e
new drug an d the li s ted drug are produced o r di stributed Lis ting in th e O range Book, however, does no t impl y

by different manufacturers" to be limited to "merely the that the generic drug is automatica lly interc ha ngeable

different n ame and address o f th e manu facturer." Id. With the li sted drug in a ll situations . The Oran ge Book

s p ecifies that "dr ug p roduc ts are consider ed to be

In one o f the few reported dec is i ons int er preting 21 therapeutic equivale nts only if they are pharmaceu t i ca l

U.S.C. § 355( j )(2)(A)(v), the Court of Appeals for the equivalents and if they can be expected to have the same

Distric t ofCo lumbia Circuit took a mu c h broader v iew of clinica l effect and safety profi le when admi n istered to

the "same labe ling" requirement. B ristol-Myers Squibb patients under the conditions specified in the lab eling ."

Co. v. Shalala, 320 U.S App. D.C. 32, 91 F.3d 1493 Orange Book at viii (emphasis added). Fu rthermore, th e

(D.C. Cir. 1996) . In Bristol-Myers, FDA approved an O range Boo k specifically cautions health care p roviders

ANDA for a new generic drug even tho ugh the labe l of t o u se due care in prescribing o r dis pens ing generic drugs

the generic produ c t d id not include one or more in that the generic may co ntain a p reserv ative ingredient,

indication s that appeared on th e labe l of the pion eer drug . not conta ined in the pion eer, which might [*36] c ause

91 F. 3d at 1499. [*34] In e xplaining its approval despite allerg ic reactions in certai n patients . I d . a t ix. n1 3

differences in the labeling, FDA relied on §
35 5 (j ) (2 )(A)(v)'s exception for "changes required . . . n1 3 Gens ia, relying o n Pharmace utical Mfrs.
b ecause the new drug an d th e listed drug are produ c ed or

Ass u v. Ke nnedy, 471 F. Supp . 1224 (D. Md.
di stributed by d ifferent manufacturers ." The court agreed 1 979), arg ues that Oran ge Book ratings are not
with FDA's interpretation, finding that only that final agency actions and, therefore, are not
interpretation "works in harmony w ith" other prov i si ons reviewabl e . Because the Court finds that the
of the FDCA . 9 1 R3d a t 1500. Orange Book li sting was nei ther arb itrary not

Simi larly, in this in st ance, this Court conc ludes that capric i ou s, the Court need not ult imately reso lve

FDA' s interpretation of the statutory and regulatory this i ssue. The Court woul d note, however , that

"same labeling" pr ovi s io n s is entire l y reasonable and g iven the increased sig n ificance attributed to an

mo st in harmony wi t h other provis i ons of the FDCA. O range B ook listing over the years s ince thi s

Given that a gene ric manufacturer is permitted to Cou rt dec ided Ph armaceutical Mfrs ., it would

subs titute certain inac tive ingredients, including appear that an Orange Book des ignation

preservatives, see 2 1 U.S.C. § 355(j )(4 )(H), it follows co n stitutes a final agency action.

that these different ingre di ents must be i de nti fied in th e
labe ling . Because a change in formulation may also result F . FDA's Approval of "Precaution" versus
in other consequences, notice of tho se consequen ces mu s t "Warning" Labe ling and Elimination of Pan creatiti s
also appear o n t he label. See 21 C.F.R. § 20 1 .22 Precaution.
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Zeneca n ext makes two claims r egarding a lleged NDA containing reports of new cl ini ca l

"erroneous" labe li ng of Gensia's p roduct : (1) that the inves t igations "esse ntial to the ap p rova l of

sulfite warning was misp laced in the "p recauti ons" the supp lement." The exc lus i v ity exte n ds

section, as opposed the "warnings" sec tion ; and, (2) that a only to the "change approved in the

pancreati t is precaut ion found on [*37] Dipriva n's supplement," Zeneca's NDA supplement

la beling, is m issing in Gens ia's labeling . Neither cl a im sought authority to add EDTA to

has merit. Dipri van . The c l inical investigati ons it
submitte d to the FDA w ith that

Regarding the sul fite warning, it c learly appears in supplement were necess itated by specifi c
the proper sec ti on as evidenced by the sampl e of the final concerns related to EDTA, not to
pr inted label . Gens ia's C ross Moti on, Exhibit E. n14 pre servatives in gener al. Thus, the
While there is ev idence that, at one point , Gens ia had exclus ivity applies to propofol products
placed the wa rning in the wr ong section, FDA identified including EDTA, not to pr opofoi products
the error and instructed Gen sia to move the warning to with other pre servatives. As Zene ca itse lf
the proper place . AR at 004252 . As to the p ancre atitis s tated in its exc lus ivity c la im, " the
warning, Defendants e xpl ain that i t has been omitted exclusivity claimed is for th e innovati on
from the generic's label becau se the warnin g has yet to be represented by t he additio n of disod ium
approved for Diprivan. Under 2 1 U.S.C. § e de tate to propofol . "
3556)(2)(A)(v), " the l abe l ing pro posed for the new drug
[must be] the same as the approved lab eling for the listed Letter Order dated June 8, 1 999 .
drug" (emphasis a dded) . Once the pancreadtis warning is
approved for Diprivan, it can be added to G e n sia's O n this sam e basis, the Court [*39] will g rant

labeling . n15 summary judgment to D efendants on Zeneca's c la im that
FDA's app rova l of the ANDA was arbitrary and

cap ricious because it violated Z eneca's excl u sivity right s .
n14 21 C.F.R. 201 .22(b) requires that the Because Zene ca's Fifth Amendment takings claims,

sulfite warning appear i n the "Warnings" section. Counts V and VI, are premi se d on the same unsupported

n1 5 It is not clear why FDA has yet to issue a asserti on of exclusiv i ty rights, summary judgment will b e

formal approval for Diprivan's pancreat itis granted as to those cl aims as w e ll. The Court will then

wa rning . Zeneca asserts that FDA "dro pped the deny Gens ia's mo tion to di smi ss tho se counts as moot .

b a ll ." Zen eca Reply to FDA's Motion at 19 .
Regardless of whether FDA m ay have made some n'• CONCLUSION

error with regard to a label approved for Zeneca's F or the above s tated reasons, the Court find s FDA
product, that is not a grou nd to withdraw approval did no t act arbitrarily or capriciously in approving
of Gens ia's ANDA. Gensia's ANDA for its ge ne ri c version of Dip riv an or i n

~*38~ listing the product as th e rapeutic a lly equivalent to
Diprivan in the Orange Book. A s the viability of each

G . Zeneca's Market Exclu sivity Rights count of th e complaint is dependant up o n a finding that
FDA acte d arbitrarily and cap ri c ious ly, the Court

Lastly, Zeneca argues that FDA acted arbitrarily and concludes th at Defendants are entitled to summar

y capri ci ous in approvi ng Gensia's ANDA in that, in so judgme nt as to all c laims ,

doing, FDA vio lated certain exc lus ivity rights granted to
Ze neca by FDA. The Court addressed this i ssue in a A sep arate order cons i ste nt with this memo randum

recent letter order. will issue.

Under 21 U.S.C. § 355(j )(5)(D )(iv), Wi lliam M. Nickerson

th e FDA can g rant three years market United State s Dis tri ct Judge
exclus ivity wh en a pioneer drug
manufacturer submits a suppl e me ntal Date d : August 11, 1 999 .
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ORDER granted in that the Court will no t consider the objected-to
materials, but those materi a ls wil l re ma in in the Court file

In accordance wi th the foregoing Mem orandum and to preserve the record for any appeal, s h ould there be
for the reasons stated th ere in, IT IS this l lth day of o ne

; August,1 999, by [ *40] the United States Di strict Court
for the Distri ct o f Marylan d, ORDERED: 8. That Ze neca's Request fo r a More Particularized

Pr ivi lege Log, Paper No . 76, is DENIED as moo t;
1 . That Gensia's Motion to Strike, Paper No . 28, i s

GRANTED; 9 . That FDA's Mo tion for a Pro t ective Order, P aper

No . 84, i s DENIED as m oo t;
2 . That Gensia's Motion to Dismi ss, Pap er No . 29, i s

DENIED as MO O T; 10. Tha t judgmen t is here by [*41] ENTERED in
favor of Defendant s and aga ins t Plaintiff,

3 . That Zeneca's Mot ion for Partia l Summa ry
Judgment, Paper No . 66, is DENI ED ; 11 . That this action is hereby CLOSED ;

4. That FDA's Moti on for Summary Judg ment, Paper 12 . That any and a ll pr io r rul i ngs made by this Court
No . 72, i s GR AN TED ; dis posing of any c laims against any p arties are

incorporated by reference herein and this order shall b e
5 . That FDA's Motion to Seal, Paper No . 73, i s deem ed to be a fin al judgment w ithin the meaning ofF e d .

GRANTED in that C lerk of Court sha ll keep the R. Civ . p . 5 8 ; an d
des ignated materials submitted by FDA with its Moti on

for Summary Judgment under sea l , un t il the conclus i on 1 3 Th at the C lerk of the Court s ha ll tra nsmit or mail
of a ny appeal of thi s matter or the time for such appeal copies of th e foregoing Memorandum and thi s Order to

has exp ired, at which time the Cl e rk of Court will destroy a ll counsel of record.

said materials ;
William M. Nickerson

6 . That Gens i a's Mot ion for Summary Judgment,

Paper No. 74, is GRANTED ; Uni ted States District Judge

7 . That Zeneca's Moti on to Strike, Pap er No . 75, is
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