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MEMORANDUM OPINION

Plaintiff Government Accountability Project (“GAP”) is a nqmofit
organization whose mission includes “enhanc|[ing] overall food integrity biyiti@ting
truth-telling and transparency.” (Compl., ECF No. 1, 1 3.) To that end, GAP has
requested documents from the Food and Drug Administration (“FDA” or “et”)
under the Freedom of Information Act (“FOIA”), 5 U.S.C. § 5i2seq, concerning
total sales of antimicrobial drugs labeled for use in fpodducing animals during the
year 2009. $eePl.’s Statement of Material Facts (“Pl.’'s SMF”), ECF No.-41Y1 +
2.) Inresponse, the FDA eventually turned over two responsive documertts, wit
certain redactions. See id.f{15-6.) The only remaining dispute is whether the
information redacted from the second document was properly withheld pursuame t
of FOIA’s exemptions. $eePl.’s Mem. in Opp. to Defs.” Mots. for Summ. J. & in

Supp. of CrossMot. for Summ. J. (“Pl.’s Mem.”), ECF No. 41-20, at 3.}

! Citations to the documents the parties have filed refer to the pamgéers that the Court’s electronic
filing system assigns.
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Before this Court at present are the partieg'ssimotions for summary
judgment, as well as a motion for summary judgment from Interv®sfendant
Animal Health Institute (“AHI"). GeeDef.’s Renewed Mot. for Summ. J. (“Def.’s
Mot.”), ECF No. 32, 13; Interveno+Def. Animal Health Institute’s Mot. fioSumm. J.
(“AHI's Mot.”), ECF No. 40, +2; Pl.’s CrossMot. for Summ. J. (“Pl.’s Mot.”), ECF
No. 41, 1.) GAP asserts that the redactions are impropee (generallyl.’s Mem.),
but the FDA maintains that the redacted information properly falls undeéAFO
Exemptions 3 and 4.Sge generallpef.’s Mem. in Supp. of Def.’s Mot. (“Def.’s
Mem.”), ECF No. 32, 945.) AHI agreewith the FDA and offers its own arguments
that Exemption 4 applies.Sée generallyntervenorDef. Animal Health Institute’s
Mem. in Supp. of Mot. for Summ. §"AHI's Mem.”), ECF No.40, 14-46.)

As explained below, this Court concludes that FOIA Exemption 3, which psotect
information “specifically exempted from disclosure by statyteé,U.S.C. § 552(b)(3),
does not cover the redacted information because Section 105 of the Animal Drug and
User Fee Amendments of 20868he statute that the FDA invokeds not an exemption
statute. See21 U.S.C. 8§ 360bJ(3). Exemption 4, which protectsrade secrets and
commercial or financial information obtained from a peraond privileged or
confidential[,]” 5 U.S.C.8 552(b)(4), may well cover the information at issue, but there
is a dispute of material facegardingwhether the release of the arfnation would
cause substantial competitive harm, as that exemption requires. dtegraf this stage,
summary judgment is not warranted in favor of any party, and all thcg®ns must be

DENIED. A separate order consistent with this Memorandum @pimvill follow.



BACKGROUND
A. Basic Facts

Antimicrobial drugs are used in fogatoducing animals for a variety of
purposes, including to treat and prevent disease and to promote growth and gagnght
(SeeDecl. of Michael J. Blackwell (“Blackwell Decl.”)gx. 1 to Pl.’s Mot., ECF No.
41-2, 1 9.) Some members of the public are concerned that the overuse of sgeh dr
may harm public health by creating antimicrobiakistant bacteria that might
subsequently infect humansSde id) But data on the use ahtimicrobial drugs in
food-producing animals is hard to come by, making it difficult to study the link &éetw
such drugs and antimicrobial resistanc&ed id.J 10.)

The Animal Drug and User Fee Amendments of 2008 (“ADUFA™), 110 Pub. L.
316, 122 Stat. 3509, codified at 21 U.S.C. 8§ 36(jB{, requires that sponsors of
antimicrobial drugs used in animals submit an annual report to the Sgcoétdealth
and Human Services containing “the amount of each antimicrobial activediegtan
the drug that isold or distributed for use in foggroducing animals.” 2U.S.C.

8 360b()(3)(A). This report must include, among other things, the amount of each
antimicrobial active ingredient sold or distributed, and this information miilgicte
certain specified variables: (1gontainer size, strength, and dggaforni’;

(2) “quantities distributedlomestically and . . . exportédand(3) “dosage form,
including, for each such dosage form, a listing of the target animalgaitiains, and
production classes that are specified on the approved label of the prodidict.”

8 360b()(3)(B). A portion of this data is made available to the public in the form of

annual summary reports, subject to certain statutory restrictiSes.id.



8 360b()(3)(E); (2009 Summary Report, Ex. 5 to Decl. of Gorka GaMé&ene
(“GarciaMalene Decl.”), ECF No. 34, 33-60; Def.’s Mem. at 11 n.1).

As part of its mission to promote food quality through transparency, GA® dile
FOIA request in February of 2011, seekitgrtaindata that wee not included in the
summary reports. This initial FOIA request sought

(1) printed copies of all educational and outreach materials that FDA

has prepared in order to inform and assist antimicrobial drug sponsors

in fulfilling their duty to report the amount of antimicrobial active

ingredient in their drugs that have been sold or distributed for use in

food-producing animals pursuant {8ection] 105 of theAnimal Drug

User Fee Amendments of 2008; (2) FDA’s data for use of antimicrobial

drugs infood-producing animals in 2009 as broken down by container

size, strength, and dosage form; and (3) FDA’s data for use of

antimicrobial drugs in foogroducing animals in 2009 as broken down

by class of animal.

(Pl.’s SMF 1 2.) The FDA produced documents in response to the first part of GAP’s
request in May of 2011; one month later, in June, the agency notified GAR thas i
withholding documents with respect to the remaining parts of the requebedrasisof
Exemption4. (SeeGarciaMalene Decl. 67; Pls.” Mem. at 2.) GAP appealed that
determination in Julypf 2011, and the FDA denied the appeal one year latSee(

Compl. § 23.) GAP then filed the instant complaintDecember of 2012, seeking to
challenge the FDA’s withholding determinationSgeid. 1 33-36.)

Meanwhile GAP modified portions of its FOIA requestSdeCompl. § 21;
GarciaMalene Decl. 1 8.) Most notably, GAP altered the second and third parts of the
request to indicate that itedired ‘aggregateddata concerning the amount of
antimicrobial active ingredient sold for eackassof antimicrobial drugs, rather than

data concerning sales or distribution by each individual sponsofCpmpl. T 21

(emphasis added¥eealsoPl.’s SMF{ 4.) The FDA conducted a search based on this



new request and locatédo responsive documents, known fitre purposes of this case
as “Document 1” and “Document 2."P[.’s SMF{ 5.) The agency produced both
documents with redactionsd( I 6), and athis poirt, GAP is not challenging the scope
or adequacy of the FDA’s search, nor the redactions that the ageds/ to

Documentl (seePl.’s Mem. at 3). Rather, the only remaining dispute between the
parties is the legitimacy of the redactions in Doemin2. See id)

Document 2 lists the volume (in kilograms) of the active ingredients for all
antimicrobial drugs sold and distributed in 2009, broken down based on three
characteristics: the market within which the drug is distributed (e.g.edbmor
export); the route of the drug’s administration (e.g., injection or tdpiead the drug’s
antimicrobial class (e.g., aminoglycosides or tetracyclineSeeEx. to Notice of
Filing (“Doc. 2"), ECF No. 211; AHI's Mem. at 24.) The document also indicates, for
each particular antimicrobial class within a route and a market, whetbetrugs in
that class had one, two, or three or more sponsors in 28@@8Dpc. 2 at 1.) Finally,
the document records the total volume of active ingredients for antimicrohigs d¢iold
or distributed bythe type ofmarket, andhe routeof administration within that market.
(See id) For example, according to the document, 22,957 kilograms of macrolides
designed for injection were sold or distributed domestically in 2009, comang fhree
or more distinct sponsors.S¢e id) And, overall, there were 388,518 total kilograms of
antimicrobial drugs designed for injection sold or distributed domestically in 2009.
(See id)

Significantly for present purposes, the FDA has invoked FOIA Exemptiomsl3 a

4 to redact many of the data points in Document 2. To be specific, the FDAsaibsdr



it has redacted: (1) “all individualizedkes and distribution data (i.e., data from a
single, distinct sponsor)”; (2) “all sales and distribution data coredridf aggregated
data of two distinct sponsors”; and (3) “sales and distribution data comprised of
aggregated data of three of more distinct sponsors” if, through simple atithuséeng
public data the agency has already released, such data could reveglaagdreales and
distribution data of one or two distinct sponsors. (Def.’s Mem. at 13.) Acoptdin
the FDA, these redactiongflectthe agency’s concern about potential revelations to
industry competitors regarding the sales/distribution volume of a paaticul
class/route/market combination that is attributable to a particularsgpo(Seeid. at
22-27; 39-41.)

As a practical maétr, the FDA'’s redaction analysis appears to have worked as
follows. As noted above, the FDA first redacted all data from a simgeic sponsor.
There was only one sponsor in 2009 for domestic sulfas designed for injection, for
example ¢eeDoc. 2 atl), and in the agency’s view, if that data point was released,
anyone who knew the identity of the sole sponsor would necessarily also know tha
sponsor’s sales or distribution total for domestic, injecaaministered sulfa drugs in
2009. GeeDef.’s Mem. at 22-23.) The FDA also redacted all data thare
aggregated from just two distinct sponsors. For example, two sponsors praVidéd
the aminoglycosides designed for injection that were sold or distdont2009. Gee
Doc. 2 at 1.) The FDA aerts that, if that data point was released, each sponsor would
know the volume that was attributable to its rival simply by subtractsigwn volume
from the aggregated figure SéeDef.’s Mem. at 24, 40.) Finally, the FDA redacted

any data thatvereaggregated from three or more distinct sponsors where other publicly



available data would reveal the sales and distribution data of two or fewsrcdist
sponsors. For example, while two routes of administration for domestic lincdssm
(intramammary andeed) had just one sponsor and were redacted on that Basis (
Doc. 2 at 1), two other routes for domestic lincosamides (injection and wetdrhree
or more sponsorssge id), which meant that, on the fact of the documehg data
related tothe injection and water routes should have been publicly relealdedever,
according to the FDAotherpublicly availableinformation (specifically, th009
Revised Summary Rep9rincludes a grand totdbr domestic sales and distribution of
lincosamides. $%e2009 Summary Report at 380.) Thus, the agency reasoned, if the
lincosamide injection and water totalfsDocument 2are releaseda competitor could
take thegrand total from the Summary Report, subtract from it the injection and water
totals asrevealed in Document 2, and discover the total for lincosamides designed for
intramammary and feed, which stem from a single spons®eeGarciaMalene Decl. |
34(a).)

B. Procedural History

The FDA and GAP filed crosmsotions for summary judgment on theugsof
whether Exemptions 3 and 4 justified Document 2’s redactions in 2013, and the Court
held a hearing on those motions on June 5, 2014. This case was then stayed at the
request of both parties while the FDA determined whether or not theelgn
Document2 were accurate. SgeConsent Mot. to Stay Litigation, ECF No. 19; Minute

Order of August 5, 2014.) The FDA disclosed an updated and revised version of



Document 2 geeJoint Status Report, ECF No. 22, at 1), the stay was lifted, and the
parties refiled crossmotions for summary judgment in early 2035.

In its motion for summary judgment, the FDA argues that Secdtin of
ADUFA is a withholding statute within the meaning of Exemption 3, andithat
languageprohibits the disclosure of the information that the FDA has withhe&ke (
Def.’s Mem. at 1627.) With respect to Exemption 4, the FDA contends that the
redacted information is confidential commercial data, the disclosunéhich would
cause substantial competitive injurySele idat 2743.) For its part, GAP argues that
Section 105 of ADUFA is not a withholding statute under Exemptiose2Rl.’s Mem.
at 11-20), and that even if it were a withholding statute, the FDA has applied it too
broadly here gee id.at 20-25). GAP also urges the Court to conclude that Exemption 4
does not cover the redacted information because Defendants have not showe that th
information would cause substantial competitive hari@egid.at 24-40.)

On January 5, 2018he Animal Health Institute, a trade assdmn of
companies that develop and manufacture animal medications, moved to intarvare
action in order to protect its members from the “substantial competitive harin” tha
would allegedly accompany “public disclosure of the annual sales voluntbeif][
medications[.]” (Mem. in Supp. of AHI’'s Mot. to Intervene, ECF No:-23t 2.) The
Court granted AHI's motiongeeMem. Op. & Order, ECF No. 37), and AHI
subsequently filed its own motion for summary judgment, supporting the DA

redactions on t& basis of Exemption &£¢e AHI's Mot.; AHI'S Mem. at 29-45.)

2 Both parties agree that only this revised versaddocument 2 isat issue in this case(SeeJoint
Status Report, ECF No. 22, at 1.)



All three parties’ crossnotions have now been fully briefed and are ripe for this

Court’s review.

. LEGAL STANDARDS

FOIA “generally requires the disclosure, upon request, of recordkslkyea
federal government agencyl[.]Sciacca v. Fed. Bureau of Investigatj&8 F. Supp. 3d
17, 25 (D.D.C. 2014) (alteration in original) (internal quotation marks omitted)t{gg
Judicial Watch, Inc. v. U.S. Depof the Treasury796 F.Supp.2d 13, 18 (D.D.C.
2011)); see5 U.S.C. § 552(a)(3)(A). However, FOIA also includes nine exemptions
that permit agencies to withhold information from disclosuseeJudicial Watch 796
F. Supp. 3d at 23. These exemptions are to be construed narselfpep’t of the Air
Force v. Rosg425 U.S. 352, 361 (1976), and the government bears the burden of
demonstrating that any withheld information falls within the claimed exemptgaes,
Maydak v. Dep’t of Justice218 F.3d 760, 764 (D.C. Cir. 2000).

A. FOIA Exemption 3

Under Exenption 3, an agency may withhold information “specifically exempted
from disclosure by statute[,]” provided that the statute either (1) “requhat the
matters be withheld from the public in such a manner as to leave no discretiba on
issue,” or (2) tstablishes particular criteria for withholding or refers to particylpes

of matters to be withheld[.]’'5 U.S.C. § 552(b)(3}. These conditions are disjunctive; a

3 The text of Exemption 3 also requires that a purported ivalting statute “specifically cite[]” to the
FOIA provision that authorizes the withholdin&ee5 U.S.C. 8§ 552(b)(3).But this requirement

applies only with respect to withholdingasutes that are “enactedter the date of enactment of the
OPEN FOIA Act of 2009,” which was October 28, 2001l § 552(b)(3)(B) (emphasis addedge

OPEN FOIA Act of 2009, Pub. L. No. 1183, § 564, 123 Stat. 2142, 2184 (2009). Therefore, it is not
relevant here.See Animal Drug User Fee ProgramRevision and Extension, Pub. L. No. 1306, 122
Stat. 3509 (establishing that Section 105 of ADUFA was enacted on August 14, 2008).



statute need satisfy only one of them to qualify under ExemptioGeePub. Citizen,
Inc. v. Rubber Mfrs. Ass;rb33 F.3d 810, 813 (D.C. Cir. 2008). However, “[b]efore a
court inquires into whether any of the [twtatutory conditions [for withholding
information] are met . . . it must first determine whether the statute is a vdihigo
statute at all by deciding whether it satisfies ‘the threshold requirethanit
specifically exempmatters from disclosure.”1d. at 813-14 (emphasis in original)
(quotingReporters Comm. for Freedom thfe Press vU.S.Dep’t of Justice 816 F.2d
730, 734 (D.CCir. 1987)).

To determine whether a statute qualifies as a withholding stasrexjuired
courts look to “the language of the statute on its facefdfioni v. U.S. Dep’of Agric,
605 F. Supp. 2d 230, 236 (D.D.C. 2009), and they do na@rdefan agency’s
interpretation of the statutege Reporters ComnpB816 F.2dat 735,rev’d on other
grounds 489 U.S. 7491989);cf. Rubber Mfrs. Ass’'n533 F.3d at 814 (noting that all
parties, including the Department of Transportatioadagreed tha“[jjudicial
deference is neither sought nor owed to the agency’s interpretation”tafudess nature
under Exemption 3 (alteration in original) (citation omitted)). Only ifatige meets
thethreshold requirement must a court consider whether egh#re two conditions
articulated in 5 U.S.C. § 552(b)(3)(A9 satisfied See Rubbers Mfrs. Ass’633 F.3d
at 815;Zanoni 605 F. Supp. 2d at 236.

B. FOIA Exemption 4

FOIA Exemption 4 protects from disclosure “trade secrets and commaeircial
financial information obtained from a person and privileged or confidential[.]” 5
U.S.C. 8552(b)(4). No partyn the instant case argues that this case involves trade

secrets, an@GAP does not contest that the information in Document 2 is commercial
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and obtained frm a person-the sole dispute is whether the information is “privileged
or confidential.” GeePl.’s Mem. at 2526; Def.’s Mem. at 27 &.18.) Courts employ
different tests to determine whether information is confidential, dependipgrinon
whether the initial disclosure of the information was voluntary or compuls@fliere a
party is required to submit the information to the government, such information is
confidential under Exemption 4 “if disclosure of the information is likely . . . @1) t
impair the Government’s ability to obtain necessary information in thedlijusr (2)
to cause substantial harm to the competitive positioth® person from whom the
information was obtained.’Nat'l Parks & Conservation Ass’n v. MortaiNat’l Parks
1), 498 F.2d 765, 770 (D.C. Cir. 1974) (footnote omitted). “[F]or the government to
preclude disclosure based on a competitive injury claim, it must prove that the
submitters ‘(1) actually face competition, and (2) substantial compefitjuey would
likely result from disclosure.””Niagara Mohawk Power Corp. v. U.S. Dep’t of Energy
169 F.3d 16, 18 (D.C. Cir. 1999) (quotiingt’l Parks & Conservation Ase’v. Kleppe
(Nat’'l Parks 1l), 547 F.2d 673, 679 (D.C. Cir. 1976And this competitive injury must
“flow[] from the affirmative use of proprietary information by competgd Pub.
Citizen v.U.S.Dep't of Health & Human Servs975 F. Supp. 2d 81, 114 (D.D.C. 2013)
(emphasis omitted) (internal quotation marks omitted) (quofaly. Citizen Health
Research Grp. v. Food & Drug Admjrv.04 F.2d 1280, 1291 n.30 (D.C. Cir. 1983)).
Notably, “an agency opposing disclosure based on Exemption 4 isegoired to
provide detailed economic analysis of the competitive environmen@i]ta Indus.,
Inc. v. U.S. Customs & Border Prot. Bureadb7 F. Supp. 2d 6, 10 (D.D.C. 2006)

(citation omitted). However, the agency “must provide affidavits tbatanmore

11



than mere conclusory statements of competitive harld.”(citation omitted).
Moreover, whernnvoking Exemption 4, the agenc¢y not required “to prove disclosure
certainly would cause it substantial competitive harm, but only that disdasould
‘likely’ do so.” McDonnell Douglas Corp. v. U.S. Dep’t of Air Forc&75 F.3d 1182,
1187 (D.C. Cir. 2004) (citation omitted)

C. Summary Judgment In FOIA Cases

Courts routinely resolve FOIlAMisputes in thesummary judgmentontext See
AquAlliance v.U.S.Bureau of Reclamatignl39 F. Supp. 3d 203, 207 (D.D.C. 2015);
Wheeler v. Dep’t of Justice&l03 F. Supp. 2d 1, 5 (D.D.C. 200@xplaining that
summary judgment is the “routine vehicle” for resolution of a FOIA digput
According to Federal Rule of Civil Procedure 56, summary judgment must heedra
when the “movant shows that there is no genuine dispute as to any médetiahd
[that] the movant is entitletb judgment as a matter of law[,Fed. R. Civ. P. 56(a),
andamaterial fact is a fact “that ight affect the outcome of the suitAnderson v.
Liberty Lobby Inc., 477 U.S. 242, 248 (1986).

The defending agency “bears the burden of proving that it has complied with its
obligations under the FOIA[.JAquAlliance 139 F. Supp. 3d at 207 (citiniter alia,
5U.S.C. 8552(a)(4)(b)). This means thdab be entitled to summary judgmettge
agency must demonstrate that “each document that falls within the ctpsssted
either has been produde. . or is wholly exempt from [FOIA’s] inspection
requirements,”Gilda Indus, 457 F. Supp. 2d at 9 (alterations in original) (quoting
Students Against Genocide v. Dep’t of Sta®e7 F.3d 828, 838D.C. Cir. 2001)
(internal quotation marks omitted).h&@ agency cartarrythis burden by submitting

affidavits or declarations, so long as the sworn statements “describe the justifica

12



for nondisclosure with reasonably specific detail, demonstrate teantbrmation
withheld logically falls within the claimed exemption, and are not com@r®d by
either contrary evidence in the record nor by evidence of agency bad f&tacca
23 F. Supp. 3d at 27 (quotirdilitary Audit Project v. Casey656 F.2d 724, 738 (D.C.
Cir. 1981)) (internal quotation marks omitted)

However,summary judgment cannot be grantédueling affidavits create a
genuine dispute over issues of material fas¢e Wash.Post Co. v. U.S. Dep't of Health
& Human Servs.865 F.2d 320, 326 (D.C. Cir. 198%ears, Roebuck & Co. v. Gen.
Servs. Admin.553 F.2d 1378, 1382 (D.C. Cir. 197Pub. Citizen Health Research

Grp. v. Food & Drug Admin.953 F. Supp. 400, 403 (D.D.C. 1996).

1. ANALYSIS

As explained, the FDA has produced two partially redacted documents
response to GAP’s amended FOIA request, only one of which is currentlypatdis
(SeePl.’s Mem. at 3; Def.’s Mem. at 13.) Document 2 is a responsive record that
contains data on the volume of antimicrobial drugs sold or distributed for usedn f
producing animals in 2009, and although the agency has produced much of this
documentjt has withheld certain data on the grounds that the redacted information is
exempt from disclosure under FOIA Exemption 3 or FOIA Exemption 4 (or)bdtbr
the reasons explained below, this Court agrees with GAP that the intfomthe
agency has reatted cannot be withheld pursuant to Exemptiph®@vever,the Court
has also concluded that a dispute of material fact that is essentidketondeng
whether or not Exemption 4 permits the challenged withholliengsts Accordingly,

all three pendingummary judgment motions must be denied.
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A. The FDA Cannot Invoke FOIA Exemption 3 To Withhold The Redacted
Information In Document 2

This case is, in part, a tale of two statutes: FOIA and ADUFA. Adagxed
above, FOIA’s Exemptio® allows an agency taithhold information that is
“specifically exempted from disclosure by [another] statute” un@etatn conditions,
5U.S.C. 8§ 552(b)(3), and here, the FDA insists thatrddacted portions of
Document2 are specifically exempt from disclosuraderSecton 105 of ADUFA, 21
U.S.C. 8§ 3600((3). (SeeDef.’s Mem. at 1627; GarciaMalene Decl. {1 2734.)
Thus, the key questions are whether Section 105 of ADUFA qualifies a@$hlaohding
statute for the purpose of ExemptionsgePub. Ciizen, Inc, 533 F.3d at 81314, and
if so, whether the information that the FDA has withheld in this case is exerfrptad
disclosure under that statut

As usual, the Court begins its analysis by examining the pertinent statesdr
Section 105 of ADUFA requires sponsors of new animal drugs that contain an
antimicrobial active ingredient to submit annual reports to the FDA “oratheunt of
each antimicrobial ingredient in the drug that is sold or distributed for ussh f
producing animals[.]” 21 U.S.C. 8§ 360l(3)(A). The key provision for the purpose of
the agency’s Exemptio® argument is 8 3600(3)(E), which reads:

(E) The Secretary shall make summaries of the information reportest und
this paragraph publicly available, except that

(i) the summary data sHdle reported by antimicrobial class, and no
class with fewer than 3 distinct sponsors of approved applications
shall be independently reported; and

(ii) the data shall be reported in a manner consistent with protecting
both national security and confidential business information.

14



Id. 8 360b()(3)(E). The FDA contends that this provision prohibits disclosure of
information inall contexts, including in response to a FOIA request, and $teesion
105 qualifies asa withholding statute under Exemption 8SeeDef.’s Mem. at 1#19.)
Moreover, it argues that subsections (E)(i) and (Expécificallypreclude the
disclosure of the information that the agency has redacted from Dot@nbacause
the withheld information would allow industry participamtscalculate the
sales/distribution data of individual drug sponsors for the year 2009 elitteetly or
by comparing the withheld information to other publicly available infation. Seeid.
at 23 (arguing that these statutory provisions “prohibitphi disclosure” the
information that the FDA redactedjee also idat 22-27.)

GAP reads 21 U.S.C. § 360l@B)(E) more narrowly. It construes that section as
restricting only the content of the Secretary’s mandatory annual swme@orts, and
not as dimitation on the disclosure of the referenced informationtimer contexts,
such as in response to FOIA requestSedPl.’s Mem. at 1316.) Thus, in GAPs view,
Section 105 of ADUFA does neixplicitly exempt the information from public
disclosure, ass required if this statutory provision is to qualify as an Exemption 3
withholding statute. See idat 12-13.) GAP also argues that, even if Section 105 is a
withholding statute, its disclosure prohibitions are not broad enough to cow&rtai
information that the FDA has redacted from Document 2ee(id.at 20-25.)

This Court agrees with GAP that Section 105 of ADUFA is not a withholding

statute under Exemption 3, for the following reasons.
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1. Section 105 Of ADUFA Is Not A Withholding Statuk®r The
Purpose Of FOIA Exemption 3 Because It Does Not Specifically
Exempt Matters From Disclosure

To determine whether a statute “specifically exempt[s] matters froolodisre”
and thus qualifies as a withholding statute that is within the purview of Exemp}
5U.S.C. § 552(b)(3), courts begin by scrutinizing “the language of the statuts o
face[,]” Zanoni 605 F. Supp. 2d at 236 (citation omitted), and in this regard, the Court
observes that 8 360B(3)(E) does contain lanugge that limits the abtly of the
Secretary of HHS to disclose certain informatioseé¢Def.’s Mem. at 17.) But this
restriction is part of a broader provision that relates to the colleetina reporting of
certain drugrelated datgrovidedby drug sponsors (subsectibnand when one homes
in on the telescoping structure of the statute, it becomes clear thate3srtas not
specifically directed the withholding of the information under all circumses.

Specifically, and stepping back examinethe necessary context, lsdivision
3(A) of subsection requires “the sponsor of [an animal] drug [to] submit an annual
report to the Secretary on the amount of each antimicrobial active iegtedithe drug
that is sold or distributed for use in fogadoducing animals[.]” 21 \&.C.

§ 360b()(3)(A). Subdivisions 3(B) and 3(C) expound further on the content of the
mandated reports that sponsors must provide to the Secreéaig, §8 360b()(3)(B),
(C), and subdivision 3(D) authorizes the Secretary to “share infooma¢pored[to

the agency] under this paragraph with the Antimicrobial Resistande Hase[,]”id. 8
360b()(3)(D). Subdivision 3(B}-the provisionat issue here-then proceeds to require
the Secretary to make summaries of the antimicrobial data that she cotliledes this
paragraph” and to make those summaries “publicly available,” with twepians: that

“the summary data shall be reported by antimicrobial class, and no cidsskewer
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than 3 distinct sponsors . . . shall be independently reportad[,§ 360b()(3)(E)(i),

and that “the data shall be reported in a manner consistent with proteotimgétional
security and confidential business informationfid’ 8 360b()(3)(E)(ii). Thus, when
viewed in context, the limiting provisions on which the FDA rel@s most naturally
read torelate specificallyto the required annual summary reparesmdtheydo not
constitute blanket restrictions on the disclosure of informaticallicircumstancesas

the agency maintainsCf. Univ. of Tex. &. Med. Ctr. v. Nassarl33 S. Ct. 2517, 2529
(2013)(“Just as Congres<hoice of words is presumed to be deliberate, so too are its
structural choice.(citation omitted))?

The repetition of key language ther confirms that subdivisions (E)(i) and
(E)(ii) are not general withholding mandates. It is a vesllablished principle of
statutory interpretation that repeated phrases are presumed to have éhmsaning,
especially when they appear in close proity. See Brown vGardner, 513 U.S. 115,
118 (1994)Jareckiv. G. D. Searle & Cq.367 U.S. 303, 307 (1961)With that in
mind, the Court notes that 8 360){8)(E) begins with the requirement that the
Secretary “makesummarief the information repded under this paragrapgdublicly
available” and subdivision (E)(i) picks up this thread when it establishémitation
that, as expressed in the statute, pertains tostimemarydatal.]” 21 U.S.C. §
360()(3)(E) (emphasis added). The natural, cotuakreading of this subsection is

that the “summary data” subdivision (E)(i) refers to and restricdstlae same as the

4 The factthat Congressntroduces the restrictions witlhe phraséexcept that>—i.e., the statute
requires the Secretary to make certain summaries publicly availatdepethat those summaries must
abide by the restrictions of subdivisions (E)(i) and (B)@i1 U.S.C. § 360b(l)(3)(Eunderscores this
point, insofar aghat phraselearly frames the listed conditions as limitations oatythe public
summaries that the Secretary must produce.
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“summaries” 8360(b)()(3)(E) requires, and reading subdivisions (E)(i) and (E)(ii) to
apply toall possible disclosures, as the FDAes$, extracts these provisions frone
“summary” contextand gives them a life of their owwithout any indication that
Congress actually meant for these restrictions to have such unbounded aigpefic

The fact that Congress certainly knows how to create a clear withgpldi
mandatenvhen it wants to also bolsters the conclusion that Section 105 of ADUFA is
not intended to be construed as such. In other contexts, Congress hed stafitory
terms thatunambiguouslyrohibit disclosure in all circumstanceSee, e.g.52 U.S.C.
8§ 30109a)(12)(A) (“Any notification or investigation made under this sec8ball not
be made publiby the Commission or by any person without the written consent of the
person receiving such notification or the person with respect to whom such
investigation is made.lemphasis addelt)see alsor U.S.C.8 8791(b)(2)(A)(“[A]lny
officer or employee of b Department of Agriculture . .shall not disclose . .
information provided by an agricultural producer. in order to participate in programs
of the Department.{emphasis added)); 50 U.S.C. § 4614(c)(1) (ffdrmation
obtained for the purpose of consideration of, or concerning, license applicandes
this Actshall be withheld from public disclosutmnless the release of such information
is determined by the Secretary [of Commerce] to be in the national intef@siphasis
added)). And Congss has also seen fit to reference FOIA explicitly when it seeks to
mandate that the specific information &eempt from disclosureSee, e.g.39 U.S.C.
8§ 3016(d) (“Any documentary material provided pursuant to any subpoena issded un
this section shall be exempt from disclosure under section 552 of title 5, UBtiégls

Code.”).
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Section 105 of ADUFA does ndikewise prohibitall publicdisclosure in
unambiguous terms, nor does it mention FOIA; so it is reasonable to infeCoingtress
did not intendthis section to serve as an-glirpose antdisclosure statute within the
meaning of FOIA Exemption 3Cf. Rubber Mfrs. Ass’n533 F.3d at 817 Congress
knows well how to say that disclosures may be made only under specifiedipnesves
circumstancesbut it did not do so here.” (footnote and emphasis omitted)). When one
also considers the fact that reading Section 105 of ADUFA narrowly keeping with
FOIA’s “strong presumption in favor of disclosure&Rubber Mfrs. Ass’n533 F.3d at
813 (internal quotation marks omitted) (quotidgS.Dep’t of State v. Rgys02 U.S.

164, 173 (1991) the FDA has a difficult row to hoe in order to argue successfullly tha
this Court should find that it can withhold the redacted information under FOIA
Exemption 3 orthe basis of Section 105 of ADUFA.

2. The FDA’'s Exemption 3Arguments Are Unpersuasive

The FDAattemptsto advance severalrgumentsn supportof its invocation of
Exemption 3based on Section 105 of ADUFA, none of which succedts. example,
regardingthe text of subdivisio{E)(i), the FDA contends that the language “no class
with fewer than 3 distinct sponsors of approved applications shalidependently
reported” 8 360b()(3)(E)(i) (emphasis added), reaches beyond the Secretary’s annual
summary reprts and acts as a restriction on disatgsthisinformationgenerally (See
Def.’s Mem. at 18 n.9.) Buhisinterpretationremoves thall-importantcontextof
subdivision (E)(i) and does sin a manner that is not supported by the text. That is,
although“independently reportediight conceivablymean “independent from the
Secretary’s summary reports” when considered in a vactivenmcst natural readingf

this phraseas it appears in the statute is thatelates toand restrictsthe content ath
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format ofthe summary reports themselvese., within the Secretary’ssummaryreport,
the agencycannot provide amdependentepresentation of the data on any
antimicrobial class with fewer than three sponsors (in contoeatdata pointhat has
been aggregatedith other classes, where such data would noindependently
presented).And the repetition of the term “reported” in the subsecttearly supports
this narrowconstruction See21 U.S.C. 8§ 360B)(3)(E)(i) (“[T]he summary da shall
bereportedby antimicrobial class, and no class with fewer than 3 distinct sponsors of
approved applications shall be independemnéyorted” (emphasis addeyl) The first
use of the word “reportedinquestionablyefers to the formatting of th&ecretary’s
annual summariesand it makeeminentsense tanfer that Congress intended
referencehe same when it used the wdr@ported”again later in the same sentence.
See Brown513 U.S. at 118 Thus,the Court is not persuaded thtae phras
“independently reported” transfosisubsection (E)(i) into a unersal restriction on
disclosure, as the FDA maintains.

The FDA also arguethat “the presence of a disclosure requirement in Section
105 of ADUFA does not mean that the prohibitions on ldisare are restricted to
disclosures made in the Summdeports.” (Def.’s Mem. at 1%ee id.at 19-20.) This
is true enough, as far as it godéBere is naa priori reason that a statutamnot both
mandate disclosure in one contextdrestrict disclosure in anotheBut the FDA’s
task here is to make a persuasive argument that, whatever the scope otlihsudes
requirement irSection 105 ofADUFA, Congress intended the restrictions in
subdivisions (E)(i) and (E)(ii) to extend beyotite mandated summary reports. And

this Courtbelievesthatthe best reading of the statute’s text is thia¢ restrictions in
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Section 105 are limitations on the Secretary’s mandatory disclosures thtdn all
disclosuresfor the reasons already stated

Undauntedthe FDA points to thecaseof John Doe #1 v. VenemaB80 F.3d 807
(5th Cir. 2004) ironically, in this Court’s view, that cassupports tie Court’s
conclusion, not the FDA’'s(SeeDef.’s Mem. at 1920.) In Venemanthe Fifth Circuit
consideed whetheror nota provision ofthe Federal Insecticide, Fungicide and
Rodenticide Act (“FIFRA”) 7 U.S.C. 88 136136y, qualified as a withholding statute
under Exemption 3. Similao ADUFA, FIFRA requiresusers of certain types of
pesticides to subminformation on the scope of the ugsethese chemical® boththe
EPA and the USDA, and required those agencies to “publish annual comprehensive
reports” based on that informatior U.S.C. § 136il(f). FIFRA alsoinstructsthat

[rlecords maintained under [the statute] shall be made available to any

Federal or State agency that deals with pesticide use or any health or

environmental issue related to the use of pesticides, on the request of such

agency. Each such Federal agency shall conduct surveykracord the

data from individual applicators to facilitate statistical analysis for

environmental and agronomic purposes, iouho case may a government

agency release data. .that would directly or indirectly reveal the identity

of individual produers.
Id. 8 136+1(b) (emphasis added). The Fifth Circhad no difficulty concludinghat
this statute felwithin Exemption 3’s purview.See Venemar880 F.3d aB16-17. But
in this Court’s judgmentthe clarity of FIFRA only highlights the weaknessgof the
FDA's interpretation oADUFA. As quoted aboverIFRA plainly states thatihh no
casemay a government agencgleasé certain specifiedlata,7 U.SC. 8§ 136i1(b)
(emphasis added); by contrasfDUFA’s restrictions arat all timescouchedsolely in

terms of the information that is to be “reported” to the publjdhe Secretarysee21

U.S.C. 8360b()(3)(E). Moreover,whereas-IFRA’s disclosure requirement and non
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disclosure provision arkbousedn separate sectionspmpare7 U.S.C. 8§ 136il(b),
with id. 8 136+1(f), ADUFA’s purported nordisclosure provisions are nestedthin its
disclosure requiremensee21 U.S.C. §8360b()(3)(E); id. at 88 360b()(3)(E)(i)—(E)(2),
which creates a clear nexus between what must be “reported” and what must be
withheld as the Secretary undertakes that reporting obligafitnus, far from making
the FDA’s caseYenemaronly serves to underscotke gap between a true Exemptidn
withholding statute and the provisions at issue in this €ase.

The D.C. Circuithasaddressed the Exemption 3 status of a statute with an
affirmative disclosure requirement a manner that is instructive her&eePub.
Citizen, Inc. v. Rubbekifrs. Ass’'n,533 F.3d 81(D.C. Cir. 2008). The Public Citizen
caseinvolved the National Traffic and Motor Vehicle Safety Act of 1966 (thefé8a
Act”), 42 U.S.C.88 3010130183 anda subsequent amendmetat that statute known
asthe Transportation Recall Enhancement, Accountability, and Documentation Act
(“the TREAD Act”), Pub. L. No. 106414, 114 Stat. 1800 (2000). Section 30167(b) of
the Safety Act requires the Secretary of Transportation “to disclosematon
obtained under this chapter related to a defect or noncompliance thatcite¢a®e

decides will assisfmanufacturersin carrying out” specified provisions ofahAct. 49

5The FDA also relies o€onsumer Product Safety Commission v. GTE Sylvania,(GRSQ, 447 U.S.
102 (1980), a case in whichdlSupreme Court held that a provision of the Consumer ProductySafe
Act (“CPSA") fell within the scope of Exemption 3.SdeDef.’s Mem. at 21 (citingCPSG 447 U.S. at
107-08, 122).) A unanimous Court affirmed the Third Circuit's cosobm that the dislosure
restriction applied not only to the Commission’s “afitive disclosure[s]” but also to FOIA requests,
see id.at 109 n.4jd. at 107 (quotingGTE Sylvania, Incv. Consumer Prod. Safety Comm598 F.2d
790, 811 (3d Cir. 1979)); however, justwith FIFRA, the language and structure of the CPSA was
markedly different than that of ADUFA. The CPSA (at that time) resplithe agency to take certain
steps “prior to its public disclosur®f any information obtained under the Act, 15 U.S.C. 8 2058(b)
(1980), and neither the text nor structure of the Act limited thamtdate to circumstances in which the
agency made affirmative disclosures (such as press releasew®rconaferences). Thu§PSCis
distinguishable from this case insofar as ADUFAtains textual and structural indicators of
congressional intent to cabin the statute’s disclosure restnictio the Secretary’s mandatory reports.
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U.S.C. § 30167(b). The TREAD Acéquirescar manufacturers to repad NHTSA
certain datahat may assist in the early identification of motor vehicle safety defects
see id.§8 30166(m)(3)(B); 49 C.F.R. 88 579.5, 579226, butthe Actalso provides
that “[n]Joneof the information collected. . shall be disclose@ursuant to
section30167(b)unless the Secretdrynakes a particular determination about its
usefulnessid. 8§ 30166(m)(4)(C) (emphasis added). Thus, the TREAD Act disclosure
restriction expressly referengehe Safety Act’s affirmative reporting requiremeand
as a result, the D.C. Circuit concluded thia¢ restriction impactednly disclosurs
made”“pursuantto section 30167())]” Rubber Mfrs. Ass’n533 F.3d at 820.
Accordingly, he Circuitheldthatthe TREAD Actmerely “exemptgearly warning
reporting data] from disclosure under § 30167(b)” and thass not “specifically
exempt certain matters from dissure”in a manner that makes it a withholding statute
for Exemption3 purposes.ld. at 815 (internal quotation marks and citation omitted).
Although the explicit crosseference between the disclosure restriction and the
affirmative reporting requirenmd makes the TREAD Act somewhat clearer than
ADUFA, the logic ofRubber Manufacturer&sss’ncompelsthe conclusion thaADUFA
is, likewise,not a withholding statuteThis is because, as explained abowe, text and
structure of ADUFAplainly indicate thathe restrictions of 21 U.S.C.
88 360b()(3)(E)(i) and (E)(ii) are limitedd the disclosures required by
8 360b()(3)(E); consequentlythe statute at issue hemeust notbe read to “specifically
exempt certain matters from disclosure,” asfyption 3requires
Finally, this Courtrejectsthe FDA’ssuggestion thathe legislativehistory of

Section 105 oADUFA demands a different resul{(SeeDef.’s Mem. at 2322.) The

23



agency points to a statementthe House Repothat says: “It is thentention of this
Committee that the information reported under this section be available only to
representatives of Federal agencieanimal Drug User Fee PrograRevision and
Extension, H.R. Rep. 11804, at 152008),reprinted in2008 U.S.C.C.A.N. at295.
However although federal courts sometimes look to legislative history in the
Exemption 3 contexfat least to “support [their] textual conclusionsRubber Mfrs.
Ass’n 533 F.3d at 818 n.4t is notentirelyclearthat legislative history shoulde
consultedwhere, as here, that statutédguages “plain on its face’ id. at 818 see
also id.(noting that, in such circumstances, “courts do not ordinarily resort to
legislative history’andexplaining thathe D.C. Circuit “hadong disfavored the use of
legislative history to determine whether a statute qualifies as a withhodtiatgte
under Exemption '3(internal quotation marks and citation omittgdYat’'l Ass’n of
Home Builders v. Nortgn309 F.3d 26, 38 (D.C. Cir. 2002) (“We must find a
congressional purposjgo] exempt matters from disclosure in the actual words of the
statute. . . not in the legislative history of the claimed withholding statdytgquoting
Reporters Comm816 F.2d at 735) (internal quotation marks omitted))

Moreover,and in any evenfustas inRubber Manufacturers Ass'fithere is no
text to which such suppofte., the legislative historyinay be attached in this c4gé
533 F.3d at 818 n,decausehe enactedext of ADUFA does not contain angxpress
restrictionon whomay ultimately access the information collected under the statute.
And the FDA'’s suggestiorthat Congresamplicitly intendedfor Section 105 of ADUFA
to be readn conjunction with Exemption 3 to prohibit disclosurketbe referenced

informationto members of the publio the FOIA contextas a means ofhieldng
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antimicrobial drug sponsoffsom “the harmful effects of public disclosure of their
individualized information”(Def.’s Mem. at 21)appears tde overblown,all things
consicered Congress has provided protection fational security and confidential
business informatior-the same categories safeguarded B368b()(3)(E)(ii))—via
FOIA Exemptions 1 and 4See5 U.S.C. 8552(b)(1);id. 8 552(b)(4). Thus, the
agency’s insistece that Exemption 3 must be invoked tottie work of protecting
confidential antimicrobial data (otherwise, the spassare doomed) is unpersuasive.
In the final analysisthen,this Courtdisagrees with the agency’s assertions
regarding the nature @ection 105 of ADUFA, and it concludes that that statist@ot
a withholding statutéor Exemption 3purposes Consequentlythe Court “do[es] not
need to consider whether the statute meets the additional careddfcd U.S.C.
8 552(b)(3)(A)or (B),” Rubber Mfrs. Ass’n533 F.3d at 815, nanust it address
whether the FDAas read 360b()(E) too broadly in withholding on Exemption 3
groundsthe particular information it redacted from Document(3eePl.’s Mem. at
20-25.)

B. No Party Is Entitled To Summary Judgment At This Time

Although the FDAcannotbasethe redactions at issue this case orFOIA
Exemption 3 for the reasons explained abdhe,agencyalsoseeks tqustify its
withholdingson the basis of FOIA Exemption 4, which allows agenciesitbhwold
“trade secrets and commercial or financial information obtained from apeansd
privileged or confidential.” 5 U.S.C. 852(b)(4). Everyone agrees that this case does
not involve trade secrets, and that the information redacted from Documnt 2
commercial and obtained from a person. Thus, the sole dispgéeding the agency’s

invocation of Exemption 4 is whether the withheld information is “privileged or
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confidential.” SeePl.’s Mem. at 2527; Def.’s Mem. at 27 & n.18; AHI's Mem. at 2).
In this regardthe parties also agree ththiie governing standard for confidentiality in
this circumstance iwhetherdisclosure is “likely to cause . . . substantial harm to the
competitive position of the person from whom the information was obtdiral, |
Parks |, 498 F.3d at 770;seePl.’s Mem. at 26; Def.’s Mem. at 29; AHI's Mem. at27
29), and thato clear this hurdle, the government must prove that the people who
submitted thanformationto the government(1) actuallyface competition, and hat]
(2) substantial competitive injury would likely result from disclosudjagara
Mohawk 169 F.3dat 18 (quotingNat’l Parks Il, 547 E2d. at 679) (internal quotation
marks omitted); geePl.’s Mem. at 27; Def.’s Mem. at 29; AHI's Mem. 28).

But, unfortunately,the parties’agreement ends ther&he FDA and Defendant
Intervenor AHlassert that there amyriad ways thathe sponsors of antimicrobial
animal drugs face competition and would be harmed byiteowre of the
informationthat the agenchas redacted from Docume2t and they have provided a
bevy of affidavits to this effect from industry members and expe$&eDef.’s Mem.
at 29-44; AHI's Mem. at 2945.) GAP retorts that these arguments are all speculative,
andit providesits ownexperts’ affidavits tosupport this contentian(SeePl.’s Mem. at
27-40.) This Court hasarefullyconsidereceach side’sarguments anévidence, and it
concludes thatalthoughDefendants havearriedtheir burdenof showng that
antimicrobial animal drug sponsors face actual competitio@re is agenuine dispute
of material factregardingwhetheror notthe drugsponsorsvhose information is

reflected in Documen2 wouldbelikely to face substantial competitive injunsa
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result ofthe government’s disclosure of thedacted dataTherefore, summary
judgment cannot be granted in favor of any party

1. Defendants Have Demonstrat&tat There IActual Competition In
The Antimicrobial Animal Drug Market

With respecto the requirement ofactual competition, the FDAnd AHI have
provided various affidavitattesting to the fact that the antimicrobial animal drug
market “is very competitive and highlyipe sensitive”(Def.’s Mem. at 3, and that
competition exists “both amonge different classes of antimicrobial drugs and among
drugs with different routes of administration” (Def.’s Reply in SuppDef.’s Mot.,

ECF No. 44, at 19). For example, Dr. Thomas Elam, the president of FarmEEgn L
which is an agricultural and foaddustry consulting firmaversthat“[tlhe market for
animal drugs containing an antimicrobial active ingredient for use in-fsoducing
animals is highly competitijg” and lists 27 different competing companies. (Decl. of
Thomas Elam (“Elam Decl.”), Ex. C to Def.’s Mot., ECF No-B851-20, 1 15.) Dr.
Elamalso statsthat “[tjhese drug products compete hdaehead across routes of
administration . . . and across drug clag3éexplaining that different drugs across
different classes and routes of administration can be in competitiondethey are
used to treat the same conditions (e.g., pig diarrhea).{(16;see alscAHI's Mem. at
31 (“In other words, althougbertan animal health companies may only sgibducts
using certain classes of antimicrobial active ingredients, two companta products
in entirely different classes can still compete against one anaheheir two different
products (using different éiwe ingredients) may be indicated to treat the same

ailment.”).)
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Dr. Elamfurther explairs that the customer base for these products is highly
concentrated, leading to intense price competitid®ee(id.f 19 (“[A]lntimicrobial drug
manufacturers compete fiercely for the business of a few largehdigirs and
customers.”).)And manyof theother affidavitsDefendants have submittedrroborate
Dr. Elam’s generatonclusions.(See, e.g.Decl. of Neal Btaller, Ex. B to Defs Mot.,
ECF No. 322, {1 10 (“Because different animal products may be used to treat the same
disease or condition, competition exists among the different classediofi@obial
drugs and among different routes of administratignd) 1 11-16; Decl. of Jeet
Uppal, Ex. D to Def.’s Mot., ECF No. 35, 21-31, T 18(“Animal drug manufacturers
compete against companies producing drugs in the same route of adatiorsand
class of antimicrobial drugs as well as companies producing dnugther classes and
routes of administration. Companies compete across routes of admioistaad
classes in part because drugs in different classes can be indicatee &ame disease
in the same animal.’)Decl. of Scott Bormann, Ex. F to Def.’s Mot., ECF No-B546-
57, 1 12 (“The market for animal drugs containing an argiobial active ingredient for
use in foodproducing animals is highly competitive. . . . The products listed in
Document 1 and revised Document 2 compete Hedukad across routes of
administration and antimicrobial classes. Thus Merck [Animal Healihjpetes
directly with both manufacturers of products in the same class as Medcihather
classes.”)Decl. of Cathy Martin, Ex. G to Def.’s Mot., ECF No0.-3558-65, { 11
(“Elanco competes with many animal health companies, and there is heaypetton
across classes aintimicrobialdrugs. . . . The [animal health business] competitors

have annuatevenuesf one (1) to almost five (5) billion dollars, and the competition is
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vigorous . . . Many hundreds of millions of dollars are spent annualhgsearch and
developmat . . . to win market share.”f.)

GAP offers no evidence to rebtite Defendants’contentionthatthe
antimicrobial animal drug marke$ competitive and, indeedGAP’s expert witness,
Dr. Michael J. Blackwelladmitsin his declaation that “there is considerable overlap
in the purposes for which these drugs are used in practice, even amongndrugs
different classes and routes of administrafjér{Decl. of Michael J. Blackwell, Ex. 1 to
Pl.’s Mot., ECF No. 412, § 22), which isa statement thastrongly implesthatactual
competition betweerariousdrug sponsorgxists GAP’s only response to the
evidence of competition that the FDA and AHI have offered is to atigatethe dozens
of statementshese parties have presented are “conclusory” (Pl.’s Mem@8)aand do
not contain $pecificexamples of drugs that face actual competition” (Pl.’s Reply in
Supp. of Pl.’s Mot., ECF No. 49, at 1.2

This Court disagreesilt is hard to imagine what more informatitime FDA and
AHI could have provided to demonstrate that antimicrobial animal drug sponsers fa
actual competitiontheir many affidavits are comprehensive, and contammore than
the mereipse dixitthat the market is competitiveThe affiantsname specific
competitors explain the structure of the markaind/orprovide specific examples of
instances in which products across drug classes and routes of adatiorstompete

because they address identical conditionSeeg.g, Elam Decl. | 15; Bataller Decl.

6 (See alsoDecl. of Warren M. Harper, Ex. E to Def.’s Mot., ECF No-B532-44, 1 1516; Decl. of
Michael Mlodzik, Ex. Hto Def.’s Mot., ECF No. 358l, 66-74, 11 1617; Suppl. Decl. of Kelly W.
Beers, Ex. Ito Def.’s Mot., ECF No. 38., 75-79, 1 4; Decl. of Robert Solynas, Ex. J to Def.’s Mot.,
ECF No. 351, 80-85, 1 10; Decl. of S. Lee Whaley, Ex. K to DefMot., ECF No. 351, 86-89, 16;
Decl. of Douglas Rupp, Ex. to Def.’s Mot., ECF No. 38, 90-93, 1 9-10.)
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1 14; Bormann Decl. L2; Martin Decl. § 11; Mlodzik Decl. 1 17; Rupp. Decl. 1 9.)
Thus,Defendants have thoroughly “listfed] the number of competitors in the
industry and describe[dhe nature of the competitioh.People for Ethical Treatment
of Animals v. U.S. Dep’t of AgricNo. 03195, 2005 WL 1241141, at *6 (D.D.C. May
24, 2005) What is moreGAP “has not offeredlits own] evidence to contradict
[Defendants’] testimony 1d.”

Consequentlythis Court concludes that Defendamhimve provided sufficiet
evidence to demonstratetual competition.See d. (finding actual competition in the
puppy distribution industry wheran industry member’s affidavidescribed “the
number of competitors in the . . . industry and the nature of the competitighand
was “based on . . . thirteen years of experience in the . .. indysteg alsdn Def. of
Animals v. U.S. Dep’t of Agric656 F. Supp. 2d 68, 80 (D.D.C. 2009) (finding actual
competition in the human pharmaceutical industry because, like iart@icrobial
animal drug industrythere exist a race'to be the first to get a particular type of drug

to markef]”).

7 Apparently, GAPbelieves that the most fruitful wap rebutits opponentstestimonyis to seeko
have some of it stricken on the ground tpatticularstatements within the affidavits are “conclusory,
lack foundation, lack personal knowledge, and/or state a legal caon[Us (Pl.’s Mem. at 3740.)
GAP'’s effort is unavailing, in part becaudehas moved to strikall of the identified statements
without attempting to articute the specific flaws with eacimoreoverthe myriad problems to which
GAP alludes are not apparent on the face ofatimlavits. mostof the statements are made by
independent experts or industry participamtso areproviding their informed opinions on the
antimicrobial animal drug market and how competitors in thatketamight use 2009 sales volume
data. Gee idat 3839.) In any event, motions to strike are generally disfavosedCanady v. Erbe
Elektromedizin GmbH384 F. Supp. 2d 176, 180 (D.D.C. 200&hd GAP’s conclusory allegations are
insufficient to carry its “heavy burden” of showing that each of theestents was not based on
personal knowledge, didom set forth facts that would be admissible in evidence, ormade by an
affiant who is not competent to testify to the matteedexd thereinid. (citing Fed. R. Civ. P. 56(e)).
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2. A GenuineDispute OfMaterial Fact Exists As To Whether
Disclosure Of The Withheld Information Would Cause Substantial
Competitive Inury

In addition to establishingctual competition, thEDA mustalsoshow that
disclosure of the withheldales and distribution dateould cause substantial
competitive injury to the drug sponsors who submitted the,dftaplans to rely on
Exemption4 to justify the challenged withholdings. To this ettte FDA and AHI
asserthat release of the data that haeen redacted from Documentduld permit
competitors to determine the volume of specific antimicrobial medicatitaisertain
sponsors sal in 2009in a manner that would be harmful those sponsd8eeAHI’s
Mem. at 32.) And they maintain thatheir legion of affiants have provided testimony
thatestablisheshe potentialcompetitive injury in at least four respects.

For one thing according to the FDA and AHthe datawould revealto
competitorsa sponsor’'s market shawdth respect to particular produgtthereby
exposing which products are worthwhile to target for competiti@eeDef.’s Mem. at
31-33; AHI's Mem. at 33) Manyof Defendantsaffidavits supportthis claim (See,
e.g, Elam Decl. § 21 (“Because the animal drug market is highly compettdedrug
manufacturers’ profitability is driven primarily by their ability toptare market share
(rather than by intellectual property rights), accurate data regatensales of, and
demand for, certain products manufactured by competitors is highly valaalbl could
be used by a manufacturer¢apture business from a competitor, thereby reducing its
sales and profitabilit.”); Uppal Decl.] 19 (“Competitors that possess reliable estimates
of the sales volume of Zoetis’ drugs are likely to use that informatiaetarmining
whether to enter a particular market segme@bompetitors will be incentivized to bring

new producs to market to capture market share from Zoetis where the data reveals a
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relatively high volume of sales for a Zoetis product.”); Harper Dedl6 {“Phibro’s
competitors seek to determine whether there are market segments intothdyatould
profitably introduce new generic drugs or market segments from which they should
withdraw (shifting their resources to other market segments) based orasiseissment
of market trends.”).)

Secondthe FDA and the AHI contend that the data would reveal to competitors
which markets are ripe fore-entry, allowing them to put back into circulation any
products that havbeenapproved buthat theyare not currently distributing(See
Def.’s Mem. at33-34; AHI’'s Mem. at 36-37.) In other words, a competitor could use
the data to determine if there is high demand in a market segment for whicbady
has an approved product, and, if pot that product back into circulation to capture
market share Again, the affiantaffirm this possibility (SeeBataller Decl. { 16
(“[M]any drugs . . . are the subject of approved [new animal drug apmitdtbut . . .
are not currently being marketed. . . . [M]any competitors with approvedi¢apipins]
can deide to actively market again and provide additional competitioielam Decl.

1 31 (“[Clompetitors [who] already hold an approved application for productsahat
not currently marketed . . . could use the information regarding marketesg¢gm
profitability to decide to market those dormant products, thereby capturingemnsiniare
from, and causing financial harm to, companies that already sell poguthose
market segments.’see alsdBormann Decl. § 12; Martin Decl. § 15; Mlodzik Decl.
120.) A particularly harmful reentry circumstance could arise if the data revedla
sponsor has made a significant investment in discovering and funding the pooduc

line for a profitable sulmarket; its competitorsould be emboldened to free ride off
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that investment by contacting a thuplarty manufacturer to initiate production on the
same line, thus swooping into the newly revealed swbket. (SeeDef.’s Mem at 33-
34; Mlodzik Decl. | 23see alsdef.’s Mem. at 3—-33 (arguing that a competitor may
also decide to enter a revealgab-market with a new produgtpHI’'s Mem. at 34-36;
Elam Decl. { 30; Uppal Decl. § 19.)

Third, theFDA alsoarguesthat the release of this data could eliminate the need
for competitors to pgorm market research for certain products, theretnyferring an
unearned advantage on those sponsors who do not pay for market intelligencg report
and predictive models.SgeDef.’s Mem. at 35.) For exampl®r. Elam attests that
animal drug manufacturers undertake “considerable efforts, at substamdial . . to
obtain. . . market information by, for example, purchasing market inteltgeeports
prepared by third party vendors[.]’"Efam Decl. § 38seeUppal Decl. I 26.) But these
third-partyreports aremereestimates, and their value pales in comparison to that of the
precise and accurate information in Document 8egklam Decl. { 39Harper Decl.

126.) Thus,industry members report that the release of that data would “allow[] [their]
competitors to make more accurate projections and trending analysed at laaver

cosl,]” thereby conferring “a very real competitive advantage” on those inglus
participantswho did not pay for market evaluations or whose data would not be
disclosed. (Beers Decl. | 6seeMartin Decl. T 20).

Finally, Defendantsand affiantscontendthat the disclosed data wouddlow
competitors tcestimate a slew adensitiveinformation about their rivalsore
accuratelywhich would allow them to better poach market share and cause substantial

competitive injury to sponsors who submitted data to the FDA. 3Sémsitive
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information includesa company’sproduction and manufacturing capacit{SeeDef.’s
Mem. at35-36; Bormann Decl. L7 (*A competitor could use the Redacted Information
to determine Merck’s baseline production capdcégd “harm Merck competitively.

For example, if a competitor determined that Merck was operating at its maximum
capacity and could not fulfiany additional demand in the market, the competitor could
use that information in determining whether to enter that market segandebmpete

with Merck.”); Whaley Decl. § . Thecost other sponsorgaceandtheir price
sensitivityare also sensitery matters that the affiants say the data might revésde

Def.’s Mem.37-38; Harper Decl. | 23 (“Becausmlume and costs are often
interrelated . . . a sponsor’s ability to reduce the price for angpwveduct depends on

the volume of the product thétsells. Knowing the sales volume for Phibro’s products
would provide a competitor with insight into Phibro’s price sensitivity asitoahow
Phibro may respond to price changes lpoapetitor.”)) The FDA, AHI, and the

affiants maintain that the datauld also disclose the current sales volume of particular
products §eeAHI's Mem. at 4145); the identities of sponsors’ customesed id.at

41); and the revenue and profit generated by specific prodseeAHI's Mem. at 35
Beers Decl. 1 5 (“A compgor’s ability to undercut another sponsor’s prices depends
on more than knowledge of publicly available prices. The amount of potentialueve
gain cannot be estimated based on price alone. The competitor wouldeaksdon

know estimate sales distribution to accurately estimate revenue. This isyethact
information that Huvepharma considers . . . confidential and that is retarcte

Document 2.).
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For its part,GAP insiststhatnone of the litany oharmsthatthe FDA and AHI
highlightis a realistic possibilitpecause théataat issuearefrom 2009—seven years
ago—and thuds far too stale to pose a substantial risk to drug sponsaay. (See
Pl.’s Mem. at29-32.) Indeed, acording toat least one oGAP’s expert withesss
therehave been many changes in market conditions since Z¥#EDgcl. of Richard A.
Levins, Ex. 6 to Pl.’s Mot., ECF No. 44, 1 9), and such changes “would be difficult to
incorporate into a forecasting model,” which makes it “difficult to see h0@O2sales
data would be useful in validating a model in 2015 and subsequent yehr§'10).

And to underscore this point, GAP cites to a table from the 2012 Summary Report on
Antimicrobials Sold or Distributed for Use in Fodttoducing Animals, which indicates
significant variation in the total amounts of certain active ingredisotd or distributed
between 2009 and 2012S€ePl.’s Mem. at 31(citing 2012 Summary Report, Ex. 4 to
Pl.’s Mot., ECF No. 415 at 39 tbl.9).)

GAP further contendthat it is unlikely if not impossible, to develop any
reliable contemporary market analysis from a single year of d&eae id.at 32;see
alsoLevins Decl. § 7 (“It is clear enough that a single observation, or evenpheult
observations from a single point in time .cannot be useful in any type of forecasting
model. . . . As | understand that only data from 2009 are disputed in this lawsuit, and
that same data for other years are not publicly available, there is ntovesyelop a
model or trend based solely on th@09 data.”).)And it has offered a declaration in
which an experaversthat sales volumalonedoes not reveal production capacay
productioncost(seeDecl. of John E. Ikerd, Ex. 5 to Pl.’s Mot., ECF No-@1Y 19

(stating that'it would be naiveéo assume that a drug’s annual sales, which is largely a
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function of consumer demand for the drug, is identical to the manufactymerdsiction
capacity’), and that tlse factorshavelikely changed significantly adrug sales have
fluctuated duringhe pastsevenyears(id. 1 20 see alsdPl.’s Mem. at 33.

These competing arguments and evidence regattiegffect of the disclosure
of the redacted information in Document 2 creatgenuine issue of fact that is material
to the question ofvhether disclsure would cause substantial competitive injuayd
thatguestionmust be resolved before this Court can determine whether the FDA is
entitled to invoke Exemption 4 to withhold the data at issue in this case. Tode sur
federal courts have recognized thlfa¢ competitive injurythat Exemption 4 is designed
to preventcan be significantly mitigated if the disclosed information is st&8ee, e.g.,
Lee v. FDIG 923 F. Supp. 451, 45%.D.N.Y. 1996) (finding that agency héailed to
carry its burden of demonstrating substantial competitive harm in pacgubke “the
financial information in question is given for the 1994 year and any patetdgtriment
caused by its disclosure would seem likely to havegated with the pssage of
time[]” ). But assessing the likelihood of substantial competitive injury is a fact
intensive inquiry, and information that is several years old ismnecessariljharmless.
See, e.g.Braintree Elec. Light Dep’t v. U.S. Dep’t of Energd94 F. Supp. 287, 291
(D.D.C. 1980) (finding that data from 1973 and 1974 “retain[ed] its importance in the
1980 market” and was protectedderExemption 4);Zenith Radio Corp. v. Matsushita
Elec. Corp, 529 F. Supp. 866, 8992 (E.D. Pa. 1981) (“While at first blush one might
doubt that harm could be caused by the disclosure of stale information, . . . old business
data may be extrapolated and interpreted to reveal a business’ curegaggir

strengths, and weaknessds$ would appear that, in the hands of @vle and shrewd
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competitor, old data could indeed be used for competitive purposdauithermore,

here, the battle lines regarding the significanf the passage of time have been sharply
drawn:GAP and its experts maintain that revelatiortlod 2009data will not injure
drugsponsors because the market has changed significantly sincesdedi.(s Mem.

at 31, while Defendants and their experts contehdt the 2009 data astill highly
relevant because the market has not changed dramatisakpéf.’s Mem. at 41,

AHI's Mem. at 42-44; Elam Decl.  41Bataller Decl. § 18 (“[M]any animal drug
products have not experienced much of a change in sales and distribution volume or
market share over these past few yegjsandalsobecause competitors maouple the
2009 informationwith their internal predictive models to generatgter estimates of
contemporary data and improve the accuracy of their modeksDef.’s Mem. at 4%

42; Uppal Decl. 1 16 (“With the combination of predictive analytics and@urate
baseline dataset from 2009, an industry competitor . . . could generateaotum@ate
estimates of current sales for each class of drugs identified in ReDsagnent 2.).

In short, mth sideshave presented credible argumerdgarding a matéal
issue—i.e., whether disclosure of the redacted data likely will cause substanti
competitive injury to the sponsors who submitted the informatiand both have
submitted evidence in support of their respecpwesitions. Thus, this genuinely
disputedremaining question of fact precludes the granting of summary judgmemt wi
respect to the Exemption 4 issue that is presented in this &exs.e.g.Washington
Post 865 F.2dat 326 (holding in the FOIA contextthat there was “a genuinely
controvertel factual issue in the case which is not ripe for dispositioslygmary

judgment because “[t]o resolve this case the judge must pick and choose between
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competing experts’ affidavits as the effect of disclosufg Sears, Roebuck & Cp.

553 F.2dat 1382 (“Where there is a conflict in the affidavits as to what adverse
conseqguences will flow from the revelation of the facts contained in the doxsme
sought to be disclosed, then it appears that there is indeed a confhcdiregvery
material facts whicliprecludes summary judgement].’in Def. of Animals v. U.S.

Dep’t of Agr, 501 F. Supp. 2d 1, 7 (D.D.C. 2007) (finding that “direct contradictions”
among affiants “preclude[d] summary judgmeans tothe applicability of

Exemption4); Pub. Citizen HealtlResearch Grp.953 F. Suppat 403 (holding that
because the parties had submitted conflicting affidavits regarding teatpa
competitive harm stemming from disclosure, “summary judgment is presamtly

inappropriate vehicle for the resolution of tmstter).

V. CONCLUSION

The structure and text of Section 105 of ADUBAmMonstratéhatthis statutory
provisionis not a withholding statutor the purpose of FOIA Exemptiongéhd
therefore the FDAcannotseek tojustify the redactions from Documentod Exemption
3 grounds Exemption 4might well justify thosesamewithholdings butthe parties
here havea genuine dispute of facegardingthe material issue akhether the
disclosureof the redacted informatiowould be likely to cause substantial coraptive
injury to the sponsors whose data are disclosEldus,asset forth inthe accompanying

Order, no party has demonstrated that it is entitled to judgment as a matter.of law

DATE: August 26, 2016 Kdonji Brown Jackson
’ b

KETANJI BROWN JACKSON
United States District Jueg
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