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Howard S. Scher, Attorney, United States Departnent of
Justice, argued the cause for appellee. Wth himon the brief
were Kenneth L. Wainstein, United States Attorney, Douglas
N. Letter, Litigation Counsel, Mchael M Landa, Acting
Chi ef Counsel, Food & Drug Admi nistration, and AnnaMarie
Kenpi ¢, Associ ate Chi ef Counsel .

Ri chard M Cooper argued the cause for appel |l ees Baker
Norton Pharnaceuticals, Inc. and | VAX Pharnmaceuti cal s,
Inc. Wth himon the brief was Philip A Sechler.

Before: Tatel, Crcuit Judge; Silberman and WIlians, *
Senior Circuit Judges.

pinion for the Court filed by Senior Circuit Judge
Si | ber man.

Si I berman, Senior Circuit Judge: Anerican Bioscience,
Inc., appeals fromthe district court's denial of its request for
prelimnary injunctive relief. Appellant argues that the Food
and Drug Administration's decision to approve intervenor-
def endant Baker Norton Pharmaceutical's Abbreviated New
Drug Application (ANDA) for a generic version of the cancer
treatment Taxol was arbitrary and capricious. W agree and
vacate that approval.

This case is here for the second tinme. See Anerican
Bi osci ence, Inc. v. Thonpson, 243 F.3d 579 (D.C. Cr. 2001).
Ameri can Bioscience is a pharnmaceutical research firmthat
has devel oped a patented process for delivering safer and

nore effective dosage fornms of Taxol. Bristol-Mers Squibb
Conmpany hol ds the patent on and FDA approval of Taxol
itself, a drug that has generated billions of dollars in sales.

Bristol-Myers intervened in the district court proceeding for
the Iimted purpose of providing information. Appellees Bak-
er Norton Pharmaceuticals, Inc. (BNP) and Zenith Goldline

Phar maceuticals, Inc., who are corporate affiliates and hold
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* Senior Judge WIllianms was in regular active service at the tine

of oral argunent.
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ANDAs for generic versions of Taxol, intervened as defen-
dant s.

This dispute arises out of the conplex relationship between
the FDA's approval process for generic drugs and patent |aw
A conpany wi shing to nmarket a new (or "pioneer") drug mnust
seek FDA approval, usually by conpleting a New Drug
Application. The NDA is expensive and time-consum ng
requiring data fromtests showi ng the drug's safety and
effectiveness. Prior to 1984, a firmthat w shed to nake a
generic version of an approved drug was required to file a
new NDA, conmplete with new safety and effectiveness stud-
ies. 1In 1984, Congress enacted the Hatch-\Waxman Amend-
nments, 1 which introduced the Abbreviated NDA and al |l owed a
generic drug ANDA to rely on the pioneer NDA's safety and
ef fecti veness studies. These amendnents al so provide that a
conpetitor may use and manufacture an approved and pat -
ented drug, for the purpose of devel oping a generic version
wi t hout infringing that patent.

The Hat ch-Waxman Amendnents al so sought to afford an
NDA hol der sone patent protection, to lower the risk to
i nnovati on posed by the sinplified ANDA process. NDAs
are required to contain a list of any patents which claimthe
drug or which claima nethod of using such a drug and with
respect to which a claimof patent infringement could reason-
ably be asserted--but that includes patents held by those
ot her than the NDA holder. The FDA publishes all patent
listings in the Approved Drug Products Wth Therapeutic
Equi val ence (the "Orange Book"). For "each patent which
clains” the pioneer drug, an ANDA nust certify: (1) that no
patent has been filed with the FDA; (2) that the patent has
expired; (3) that the patent has not expired, but will expire
on a particular date; or (4) that the patent is either invalid or
the generic drug will not infringe it (a "Paragraph IV certifi-
cation"). \When an ANDA applicant files a Paragraph IV
certification, it must also certify to the FDA that it will give
notice to the patent holder. That notice must include a

1 The Drug Price Conpetition and Patent Term Restoration Act
of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984).
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detail ed statenent of the factual and | egal basis of the
applicant's opinion that the patent is not valid or will not be
i nfringed and nust be given at the same time the certification
is submtted to the FDA. Filing a Paragraph IV certification
can constitute patent infringenent. Upon receipt of notice of
a Paragraph 1V certification, the patent hol der has 45 days in

which to file an infringenment suit. |If the patent hol der does
not file within that tine period, the FDA may i nmedi ately
approve an ot herwi se conform ng ANDA. |If, on the other

hand, the patent hol der does sue within 45 days, the FDA
may not approve the ANDA for 30 nonths, or until the patent
di spute has been resol ved, whichever is sooner. The first
ANDA filed and approved gets a 180-day period of market
exclusivity.

If a qualifying patent issues at a later date--after the NDA
i s approved--the NDA hol der nust informthe FDA within 30
days of the patent's issuance. See 21 U S.C. s 355(c)(2). But
if the NDA holder fails to so notify the FDA, an ANDA
applicant is excused, according to the FDA's late-listing regu-
lation, fromanending its patent certification to reflect the
new patent so long as the ANDA had an "appropriate” patent
certification on file. As shall be apparent, however, only the
NDA hol der has the obligation (and the right) to list the new
patent--not the patent holder if it is another conpany. In
this case, if Bristol-Mers |listed Arerican Bi osci ence's pat -
ent within 30 days of its issuance, BNP was required to
certify to that patent, potentially leading to a patent infringe-
ment suit and 30-nmonth stay. 2

In the event a person disputes the accuracy or rel evance of
patent information published by the FDA in the O ange
Book, he must first notify the agency, in witing, stating the
grounds for disagreenent. The FDA will then request that
t he applicabl e NDA hol der confirmthe correctness of the
patent information or om ssion of patent information. Unless
t he NDA hol der withdraws or anends its patent information

2 BNP argues that the statute does not allow for consecutive 30-
nmont h stays, even if there are subsequent Paragraph IV certifica-
tions. The FDA did not adopt this reading.
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in response to the FDA's request, the agency will not change
the patent information in the list. And if the NDA hol der

does not change the patent information, an ANDA nust,

despite any di sagreenent as to the correctness of the patent

i nformati on, contain an appropriate certification for each list-
ed patent. The FDA, pursuant to |ongstanding practice and

its own regul ations, and based on its acknow edged | ack of
expertise and resources, has refused to beconme involved in
patent |isting disputes, accepting at face value the accuracy of
NDA hol ders' patent declarations and following their listing

i nstructions.

The FDA approved Bristol-Mers' NDA to manufacture
and distribute Taxol, an anti-cancer drug with the active
i ngredient paclitaxel, in 1992. Five years later, BNP submt-
ted an ANDA for a generic version of Taxol. Bristol-Mers
instituted patent infringenent proceedi ngs agai nst BNP wit h-
in the 45-day statutory w ndow, triggering the 30-nonth
stay, which expired in June 2000. The record does not
reveal, and counsel for the FDA could not explain, why the
FDA did not approve BNP' s ANDA pronptly upon expiration
of the stay. But on August 1, 2000, Anerican Bi oscience
received U. S. Patent Nunber 6,906,331 for a new process that
purported to permt a patient to receive higher doses of Taxo
with fewer side effects. Bristol-Mers did not i mediately
list the new patent.3 Ten days after the patent issued,
Ameri can Bi oscience sued Bristol-Mers in the United States
District Court for the Central District of California request-
ing a TRO conpelling Bristol-Mers to submit the '331
patent for listing in the Orange Book, which the court grant-
ed, ordering Bristol-Mers to "imediately take all steps
under its control to cause the FDA to list inits 'Orange Book'
[ Anerican Bi osci ence's] Taxol Patent, subject to the proviso
that, unless Plaintiff carries its burden of proof on the [Oder
to Show Cause], [Bristol-Mers] shall then take all steps

3 W are told that correspondence between Anerican Bi osci ence
and Bristol-Mers indicates that Bristol-Mers refused to list the
patent without a court order, but that is not part of the adm nistra-
tive record
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under its control to cause the de-listing of the Taxol Patent
fromthe FDA's Orange Book." That sane day, Bristol-

Myers sent a letter to the FDA, stating that it was submtting
the '331 patent for listing "pursuant to" the August 11 court
order and "in accordance with" the voluntary listing provi-
sion. Bristol-Mers also submtted a patent declaration with
the listing.

On August 14, 2000, BNP filed a Paragraph IV certification
for the '331 patent but contrary to the statute it did not notify
either Bristol-Mers or Anerican Bioscience. One week
later, the California court held a hearing at which Bristol -
Myers, American Bioscience and BNP (as a proposed interve-
nor) were present.4 American Bioscience then | earned for
the first time of BNP's Paragraph IV certification. On
August 28, 2000, the FDA tentatively approved BNP' s
ANDA, subject to resolution of the '331 patent issues. Mean-
while, after two hearings, the California court determ ned
that it |lacked "jurisdiction" over American Bioscience's suit
because the Food Drug and Cosnetic Act did not provide
Ameri can Bioscience a private right of action. On Septenber
7, 2000, the California court dissolved the TRO and ordered
Bristol-Myers "[p]ursuant to the condition in the TRO and in
order to restore the status quo ... [to] use its best efforts to
cause the delisting of [Anerican Bioscience's] '331 Patent
fromthe Orange Book." It recommended to the FDA that it
toll the anmount of time the TROwas in place and stayed its
order until Septenber 13, 2000.

Al so on Septenber 7, 2000, American Bioscience sued BNP
for patent infringenent and i nformed the FDA the next day
but the FDA did not grant a stay. On Septenber 11, 2000,
Bristol-Myers wote the FDA a letter stating that it was
listing the '331 patent "pursuant to" the voluntary listing
provision. Then three days |later, on Septenber 14, 2000,
Bristol-Myers wote the FDA another letter, which stated

4 BNP repeatedly refers to the transcript of this hearing in
support of its allegation that Bristol-Mers and Anerican Bi osci -
ence colluded to obtain tenmporary injunctive relief. This transcript
is not a part of the adm nistrative record.
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that it was de-listing the '331 patent to the extent it was listed
pursuant to the California court's TRO but that it did not

mean to affect the continued and continuous listing of the

patent. That sane day, after receiving a phone call fromthe

FDA, BNP withdrew its Paragraph IV certification.5 And

t he next day, the FDA approved BNP's ANDA. In its

approval letter, the FDA referenced BNP' s Septenber 8 and

Sept ember 14 anendnments, but did not otherw se discuss

the ' 331 patent.

Ameri can Bi osci ence then brought this action, claimng that
the FDA's actions were contrary to the Adm nistrative Proce-
dure Act. Specifically, it asserted that the '331 patent was
timely and continuously listed from August 11, 2000, there-
fore the FDA's refusal to grant a stay and its approval of
BNP's ANDA were contrary to law, that the FDA s decision
not to toll the 30-day listing wi ndow was arbitrary and
capricious; that BNP could not benefit fromthe late-listing
regul ati on because a certification could not be "appropriate"
wi thout the required notice; and that the FDA exceeded its
regul atory authority in promulgating the late-listing regul a-
tion. Appellant requested a declaration that approval be
stayed; injunctive relief ordering the FDA to rescind the
approval; attorney fees and costs; and any other just and
proper relief. The district court granted BNP's notion to
i ntervene and all owed Bristol-Mers to intervene to provide
addi tional information.

The FDA defended on the ground that Bristol-Mers had
not "tinely" listed the '331 patent and therefore BNP did not
have to certify to it. The agency had not previously disclosed
the basis for its approval, nor did it provide a certified
adm nistrative record. After oral argunent, the district court
i ssued a witten menorandum and opi ni on denyi ng Anerican
Bi osci ence's requested relief on the ground that it had failed
to show that it was likely to prevail on the nerits because the
FDA's interpretation and application of the late-listing regu-

5 Between August 14, 2000 and Septenber 14, 2000, the FDA had
at | east seven tel ephone conversations wth BNP
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[ ati on was not plainly erroneous or inconsistent with the
regul ati on, which was itself valid.

Ameri can Bi osci ence appeal ed and we vacated the district
court's decision and remanded because "there [was] nothing
in the FDA's approval letter to indicate how it interpreted
[the late-listing] regulation.” American Bioscience, 243 F.3d
at 582. We did not know whet her the FDA approved the
application because it considered the '331 patent to have been
de-listed; whether it considered the court-ordered listing
i neffective for purposes of the Hatch-Waxman Act; whet her
it treated the application as one covered by the late-listing
regulation; wor, if it did, why it thought the regul ation applied,
observing that, for all we knew, the FDA nade a "clerica
error” in approving the application even though it thought
that the '331 patent had been continually listed. W held that
the district court, "before assessing Anmerican Bioscience's
probability of success on the nmerits, should have required the
FDA to file the admi nistrative record and shoul d have deter-
m ned the grounds on which the FDA granted [BNP]'s
application.” 1d. W left to the district court the determ na-
tion of how best to proceed on remand in |ight of what the
admi nistrative record reveal ed

On April 6, 2001, the FDA certified the adm nistrative
record which included a declaration by Gary J. Buehler, the
acting director of the FDA's O fice of Generic Drugs, Center
for Drug Eval uation and Research. Buehler focused on the

court orders in his explanation of the agency's rationale. In
his view, the Septenber 7 order conpelled Bristol-Mers to
de-list the '331 patent "to restore the status quo." He

concl uded that because the court order directing Bristol-

Myers to submit the patent to the FDA was dissol ved, and
Bristol-Mers withdrew the original subm ssion, the August

11 listing was "without effect.” Accordingly, because Bristol-
Myers had failed to tinmely list the patent, BNP was entitled
to the benefit of the late-listing regulation. The FDA did not
follow the court's recommendation that it toll the period in
which Bristol-Mers could tinely list because the FDA was

not a party to the California litigation; he was not sure that
the FDA had the authority to toll the statutory tine limt;

Page 8 of 15
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tolling would set an undesirabl e precedent; and he saw no
reason why Bristol-Mers could not have "voluntarily" |isted
the '331 patent during the 30-day statutory period.

Buehl er quoted the passage fromthe Septenber 14 letter
in which Bristol-Mers stated that it was "[t] hereby with-
drawi ng" the August 11 listing to the extent that |isting was
conpel l ed by the TRO, but did not address the significance of
Bristol-Myers' statenent that it had not intended to affect
the conti nued and continuous listing of the patent. Buehler
al so said that the FDA received letters pertaining to "this
i ssue" (presumably the issue of approving a generic version of
Taxol ), and that he had been nmade aware of the concerns of
t he Federal Trade Conmi ssion and sonme nenbers of the
public about the potential for the aggressive use of patent
listings to delay generic conpetition.6 The adnministrative
record consists in large part of the tentative and final approv-
al letters for BNP's ANDA; the August 11, 2000 TRO and
t he Septenber 7, 2000 order; the August 11, 2000, Septenber
11, 2000, and Septenber 14, 2000 letters fromBristol-Mers
to the FDA; correspondence fromBNP to the FDA outlining
BNP' s concerns about the '331 patent, certifying to the '331
patent, and withdrawing the certification to the '331 patent;
the Federal Trade Commission's amicus brief in the Califor-
nia case; records of tel ephone conversations between the
FDA and BNP; and letters fromthe National Organization
for Wonen Foundation, the Generic Pharnmaceutical Associ a-
tion, and Senator Kennedy expressing their concerns about
delay in the availability of generic drugs. The administrative
record does not contain either the transcripts of the hearings
in the California court, or any correspondence between
Bristol -Myers and American Bi osci ence.

Page 9 of 15

6 After Anerican Bioscience filed suit and before the FDA filed a

certified adm nistrative record, the FDA approved a second poten-

tially infringing ANDA for Zenith Goldline and granted "tentative"
approval to a third. BNP apparently waived its 180-day statutory

mar ket exclusivity as to its corporate affiliate Zenith Col dli ne,
not with respect to the third ANDA

but
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Shortly after the FDA certified the adm nistrative record,
Ameri can Bioscience renewed its request for prelimnary
injunctive relief, which the district court denied. The court
hel d that Anerican Bioscience failed to showthat it would
suffer irreparable harmand was not substantially likely to
prevail on the nerits. It acknow edged that the adm nistra-
tive record did not include any "overt reference to the
decisions at issue," but concluded that the record inplicitly
supported the FDA's version of events (as set forth by
counsel) and that the FDA' s decision to approve BNP s
ANDA was supported by "inferences" that could be drawn
fromthe adm nistrative record

Appel | ant makes two basic argunments. The FDA acted
contrary to | aw by approving BNP' s application in |ight of
Bristol-Myers' listing of the '331 patent. It was arbitrary
and capricious for the agency to have concluded that Bristol-
Myers' Septenber 14 |letter revoked the August 11 |isting.
Secondl y, American Bioscience argues that even if the Sep-
tember 11 listing were legitimately thought to be Bristol -
Myers' first listing, BNP could not benefit by the late-listing
regul ation since it did not have an "appropriate” patent
certification filed (as it had never given notice). W need not
reach appellant's second argunment because we think it is
clearly correct on its first.

Bef ore discussing the nerits we nust di spose of the gov-
ernment's argunent as to appellant's asserted |ack of irrepa-
rable injury. Normally when a party seeks a prelimnary
injunction in district court the district judge properly bal -
ances the likelihood of the plaintiff prevailing on the nerits
agai nst the severity of the injury the plaintiff will suffer if
relief is denied. But that procedure assunes that the district
judge will be obliged to nake a deci sion before the conplete
case is presented--before all the evidence is submtted.

As we have repeatedly recogni zed, however, when a party
seeks review of agency action under the APA, the district
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judge sits as an appellate tribunal.7 The "entire case" on
reviewis a question of law. See, e.g., Marshall County
Health Care Auth. v. Shalala, 988 F.2d 1221, 1226 (D.C. Gr.
1993) (holding that in agency review context there was no rea
di stinction between questions presented in Rule 12(b)(6) no-
tion to dismss and notion for sumrary judgnent); Univer-
sity Medical Center of S. Nevada v. Shalala, 173 F.3d 438,

440 n.3 (D.C. Cir. 1999) (explaining that when review ng
agency action the question of whether the agency acted in an
arbitrary and capricious manner is a |legal one which the
district court can resolve on the agency record, regardless of
whether it is presented in the context of a notion for judg-
ment on the pleadings or in a notion for summary judgnent);
James Madison Ltd. v. Ludwig, 82 F.3d 1085, 1096 (D.C. Gir.
1996), cert. denied, 519 U S. 1077 (1997) (holding that issues
t hat appell ant argued were issues of fact precluding summary
judgrment were issues of law in the context of agency review);
County of Los Angeles v. Shalala, 192 F.3d 1005, 1011 (D.C
Cr. 1999), cert. denied, 530 U S. 1204 (2000) (holding that rule
of finality does not apply to bar appellate review of the
district court's finding that the agency action was arbitrary
and capricious even though that court had not yet resolved

the issue of renmedy). Absent very unusual circunstances the
district court does not take testinony. See, e.g., Citizens to
Preserve Overton Park, Inc. v. Vol pe, 401 U S. 402 (1971);
Janes Madi son, 82 F.3d at 1096.

I f an appel |l ant has standi ng--which is undeni abl e here--
and prevails on its APA claim it is entitled to relief under
that statute, which normally will be a vacatur of the agency's
order. See, e.g., Association of Battery Recyclers, Inc. v.
EPA, 208 F.3d 1047, 1061 (D.C. Gr. 2000). Cf. Canadi an
Pacific Railway Co. v. Surface Transp. Bd., 197 F.3d 1165
(D.C. Cr. 1999). To be sure, although appellant based its
cause of action on the APA, it introduced a good deal of

7 Which is not to say that a notion for prelimnary injunction
agai nst an agency i s never appropriate. See, e.g., CtyFed Fi nan-
cial Corp. v. Ofice of Thrift Supervision, 58 F.3d 738 (D.C. Cir.
1995) (involving Ofice of Thrift Supervision's decision to issue a
tenporary cease and desi st order against appellant freezing virtual -
ly all of its assets).
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confusion by seeking an injunction (as well as other appropri-
ate relief). But, whether or not appellant has suffered irrepa-
rable injury, if it makes out its case under the APA it is
entitled to a renedy. 8

We inplicitly recognized this point before when we ordered
the remand of the case for the agency to produce a record
wi t hout consideration as to whether appellant's injury was
irreparable. See American Bioscience, 243 F.3d 579. The
chal | enged action is an "informal adjudication” which is the
adm nistrative law termfor agency action that is neither the
product of formal adjudication or a rulemaking. See, e.g., id.
at 582; United States v. Mead Corp., 121 S. . 2164, 2178 n.1
(2001) (Scalia, J., dissenting). Ever since Overton Park and
Canmp v. Pitts, 411 U. S. 138 (1973), government agencies
whi ch i ssue orders subject to appeal under the APA typically
i ncl ude sone expl anati on--however short--that will provide a
record on appeal. After exam ning the Buehl er declaration
whi ch purports to explain the FDA's action in this case, it is
per haps not surprising that the agency took the action it did
originally w thout explanation. For assuming that that decla-
rati on satisfies our demand for the record before the agency,
we find it sadly inadequate to sustain the agency's action

As we noted, and the parties agree, the FDA has a
| ongstanding policy not to get involved in patent disputes. It
adm ni sters the Hatch-Waxman Anendnents in a mnisterial
fashion sinply following the intent of the parties that |ist
patents. In this case, however, Buehler appears to have
relied on his reading of the district court order-to which the
agency was not a party--to trunp Bristol-Mers' stated
intention.9 H's declaration notes that the district court on
Septenber 7 "di ssolved the TRO, dism ssed [Anerican Biosci -
ence's] conplaint and ordered [Bristol-Mers] to delist the

8 Since under 28 U S.C. s 1657(a) the granting or denying of a
prelimnary injunction is the basis for an expedited appeal the
district courts should be careful--in such a case as this--not to do
so.

9 Paradoxically, in rejecting the district court's tolling recomen-
dation Buehl er enphasizes the California district court had no
jurisdiction and the FDA was not a party.

'331 patent fromthe Orange Book to restore the status quo.”
And then "on Septenber 14, 2000 [Bristol-Mers] submtted
aletter to FDA to conply with the court order to delist the
patent. The letter states '[Bristol-Mers] hereby w thdraws
the Original Listing to the extent that listing was conpel |l ed
by the TRO.' " Because of that sequence, the "FDA consid-
ered [Bristol-Mers'] first subm ssion of the patent on Au-
gust 11, 2000 to be without effect.”

But Buehler onmits reference to nuch of the Septenber 14
letter which clearly indicates that Bristol-Mers' origina
filing of August 11 had a bifurcated purpose-to conply with
the court order and to voluntarily list the '331 patent and
accordingly it was abrogating the first but not the second.

Thus, Bristol-Mers' counsel stated:
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Al t hough that subm ssion (the "Original Listing") (At-
tachment A) was nmade in accordance with a Tenporary
Restraining Order ("TRO') entered on that date by the
United States District Court for the Central District of
California, it was also tinmely filed in full conpliance with
all governing statutory and regulatory requirenents for
voluntary patent listing. It contained all required listing
i nformati on, was presented in the format recomended
by the agency for voluntary listings, and was supported
by a declaration signed by Steven Reiter, counsel for the
pat ent owner, using the precise |anguage required by
regul ations set forth at 21 CF. R 314.53(c)(2).

And at the end of the letter, after the sentence Buehler

quot ed, counsel states: "This action does not affect the
continued and continuous listing of the patent ...," which
unequi vocal |y i ndi cates what Bristol-Mers nmeant when it
limted its withdrawal of the listing only "to the extent that
listing was conpelled by the TRO..." As such Buehler,
speaking for the FDA, seens to wholly ignore Bristol-MWers'
stated intent. He gives no forthright justification for such a
blatantly artificial reading of its letters. 10

Page 13 of 15

10 The governnent contends that Bristol-Mers' letter of Septem

ber 11 again listing the '331 patent suggests that it realized the
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He seens to inplicitly suggest that Bristol-Mers' stated
intent is sonehow inconsistent with the California district
court's order and on appeal the governnent boldly contends
that that intent--to continue its listing on a voluntary basis--
i s "unacceptabl e” w thout explaining why that should be so.

But there is nothing in the California district court's origina
order that prevented Bristol-Mers fromchanging its mnd

and deciding to list voluntarily in addition to conplying with
the court order. Nor is there anything in the order directing
the return to the status quo that would extend to requiring
Bristol-Myers to abrogate such voluntary action. W, of

course, owe no deference to an agency's readi ng of judicial
orders or decisions, see, e.g., United States Dep't of Justice v.
FLRA, No. 00-1433, 2001 W 1180726, *2 (D.C. Cr. Cct. 9,

2001); New York v. Shalala, 119 F.3d 175, 180 (2d Cr. 1997),
but even if we did we would not accept the reading the

gover nment urges upon us because it is unreasonable. In-

deed, it is not at all clear to us that the FDA, under its
regul ati ons, would be authorized to reject the obvious intent
of an NDA holder even if it acted directly contrary to a court
order. Certainly, the FDA points us to no authority upon

which it could rely to do so

Intervenor BNP in its brief (and its letters to the FDA)
woul d have us believe that appellant and Bristol-Mers are in
cahoots, that the California |lawsuit was a Kabuki play and
that they have a conmon objective to frustrate the introduc-
tion of generic versions of Taxol. The difficulty with these
assertions--besides being not proven--is that the FDA
(Buehler) did not rely on this rationale. Nor is it clear that
the FDA, as opposed to a district court in an antitrust or
patent infringenent case, could adjudicate such a claim

district court order would result in the elimnation of the August 11
listing. But the FDA (Buehler) did not offer that reasoning. In

any event, it seens obvious to us that Bristol-Mers' Septenber 11
letter was sinply an effort to add a belt to suspenders and is even a
greater indication that it never intended to conpletely de-list the

' 331 patent.
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To be sure, Buehler hints in his declaration that he has
dark suspicions by saying that he "was al so made aware of
the concerns of the Federal Trade Conmi ssion and some
menbers of the public of the potential for the aggressive use
of patent listings to delay generic conpetition.” But such
hints are hardly the stuff of reasoned deci sionnmaki ng. W
therefore do not see how we can give any weight to BNP' s
all egations nor the letter fromother nenbers of the public
opposi ng appellant's position

VWi ch brings us to the remedy. W have already directed
the district court to remand this case once to conmpile a
record. See American Bioscience, 243 F.3d at 582-83. That
is consistent with our practice of remanding wi thout vacating
when we are unsure of the grounds the agency asserts to
defend its action (and, perhaps, where we perceive that a
ground poorly articulated m ght be sufficient to sustain the
action). See, e.g., Checkosky v. SEC, 23 F.3d 452, 454 (D.C
Cr. 1992); City of Los Angeles, 192 F.3d at 1023; Radio-
Tel evi sion News Directors Assoc. v. FCC, 184 F.3d 872, 887-
88 (D.C. Gr. 1999). But at this point we think the only
appropriate course is to vacate the action appellant chal -
| enges--the FDA' s approval of BNP's ANDA. W frankly do
not know what recourse is left to the FDA or other govern-
ment agencies to take any steps that would affect the narket-
ing of generic versions of Taxol. But we are convinced that
the FDA's order, in this case, was arbitrary and capri ci ous
and nmust be vacat ed.

* * *x %

Accordingly, the district court is directed to vacate the
FDA' s order and remand to the agency.

So
or der ed.
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