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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PUBLIC CITIZEN,

Plaintiff,
Civil Action No. 11-1681BAH)
V.
Judge Beryl A. Howell
UNITED STATES DEPARTMENT OF
HEALTH AND HUMAN SERVICES,

Defendant,
V.

PFIZER INC. and
PURDUE PHARMA L.P.

Intervenors-Defendants.

MEMORANDUM OPINION

The plaintiff, Public Citizen has requested, under the Freedom of Information Act
(“FOIA™), 5 U.S.C. 8 552, annual reports that were required to be submitted by two companies,
Pfizer, Inc. (“Pfizer”) and Purdue Pharma L.P. (“Purdue”), to the Offidasgdector General
(“OIG”) of the United StateBepartmat of Health and Human Servic€8lHS"), as part of th
companies’ compliance with settlement agreements arising from the comparges'affdabel
promotion of drugs reimbursed by federal health care progtaBetween forty and one
hundred times each year over the last decade, HHS’ OIG has participated iet8ectest

agreements bgntering into Corporate Integrity Agreements (“CIAs”) with compasesking to

! Off-label marketing of drugs for nédRDA approved uses is “considered by the FDA to be a violation of the Food
Drug and Cosmetic Act,” and is “dangerous for the public health” duetabk of supporting data for the eff

label uses and exposure of patients “to risk of serious adverse efféuiatvainy clear evidence that the drug will

be effective for the intended purpose.” Declaration of Aaron Kesselheim, M, M.P.H., Asst. Professor of
Medicine, Harvard Medical SchqdlKesselheim Decl.”) 1 BECF No. 262.
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resolve civil and administrative health carauid cases and avoid costly exclusion from
participation in Federal health care prograBeeDeclaration of Gregory E. Demske, Asst.
Inspector General for Legal Affairs, OIG, HHSDemske Decl.”) 1122, ECF No. 22-1. In
return for these benefits, under the CIA, the companies must agree to enhanceahcempli
measures, subject to auditing by an outside independent party and monitoring by the. @IG.
2.

Public Citizen is a “nonprofit public interest organization,” which hasy alia, “fought
for safe effective, and affordable drugs and medical devices; responsible controls over the
delivery of health care; consumer access to health care information,” ardi psflieations on
these topics. Declaration of Sidney Wolfe, M.D., Public Citizen HealthaRes&roup
Director, (“Wolfe Decl.”) 1 2, ECF No. 26-1. Noting that Pfizer has entered into three serial
ClAs with HHS’ OIG, due to the company engagingliagedly illegal behavioat the same
time it was subject to a CIA, the plaintiff filed the FOIA requests at issue in thatissitito
address “a serious question about the adequacy of OIG oversight of companies duridg the ClI
process.”ld. {11, 14;see alsdeclaration of Edward Nowicki, Pfizer Videresident and
Asst. General Counsel, Deputy Compliancéd@f — Global Programg;Nowicki Decl.”) 1 4,
ECF No. 22-1 (“The 2004 CIA expired in 2009. Since that time, Pfizer entered into a new CIA
with HHS in 2009.”). The plaintiff explains that “[t]o the extent that the annual repeduired
by the CIA] revealnstances of illegal activity by the companies, the public has a strong interes
in knowing that OIG had access to this information and in knowing whether OIG acted
forcefully in responding to it.” Wolfe Decl. { 14.

HHS has withheld the bulk of the requested records on grounds that they contain

confidential, commercial information exempt from disclosure under FOIA Exem#tand



private, personal information exempt from disclosure under FOIA Exemption 6. 5 U.S.C. §
552(b)Y4) and(6). The plaintiff clallenges HHS’ withholdings for eight categories of records, as
well as the adequacy of HHS’ search for records pertaining to one of tipaci@s Pending

before the Court, are creswotions for summary judgment IHHS andthe defendant-

intervenors Pfizer and Purdue, and by the plaintiff. For the reasons stated bedevmthiens

are granted in part and denied in part.

l. BACKGROUND

A. Annual Reports Required To Be Submitted Under Corporate Integrity
Agreements With Pfizer And Purdue

In May 2004, Pfizer entered intaGlA with HHS’ OIG as part of a larger settlement
agreement with the United States and various States “related to Pfizer'diprahpractices of
a Pfizer product.” Nowicki Decl. § 4ge alsdef.’s Mot. Summ. J., Ex. 1 (“Pfizer Corporate
Integrity Agreement”) (“Pfizer CIA”) at 1, ECF No. 22 This CIA superseded a prior CIA that
Pfizer had entered with HHS’ OIG in October 200@. “Among other things, the CIA required
Pfizer to implement, update and/or review its policies and procedures retatiogpliance with
relevant federal regulations,” andgobmit tothe OIG annually over the five-year period while
the CIA was in forcan Annual Report that addressed at least twenty enumerated items.
Nowicki Decl. | 4 Pfizer CIA at 2427. Pfizer claims thesannual reports “contain highly
sensitive, confidential commercial information,” and, consequently, marked the eloisum
submited as “Confidential and FOIA Exempt.” Nowicki Decl. § Tzhe 2004 Agreement
expired in 2009. Id. 1 4.

In May 2007, Purdue entered into a CIA with HHS “contemporaneously with a

settlement agreement between Purdue and the United States which resahestgation by

2 Although Pfizer entered into a new CIA in 2009, the FOIA requestuw isas limited to the 2004 CIA. Nowicki
Decl. 1 4.See alsdcCompl. 1 5, ECF No. 1.



the U.S. Attorney . . . over Purdue’s marketing of OxyContin® Tablets.” Decl. of Ber
Weinstein, Purdue Vice President of Corporate Compligf&instein Decl) 1 1, 4 ECF
No. 22-2. “Purdue has been required to . . . submit[] its Annual Reports to HHS each year sinc
2007” as part of its obligations under the CI. § 1. Purdue also claims these reports contain
“highly confidential and proprietary information,” and, consequently, marked the Annua
Reports at iage as “Confidential and FOIA Exemptld. 1 1, 9.

Both Pfizer and Purdusgreed to the terms set forth in their respective CIAs tivéh
OIG “as part of the resolution of civil and administrative health care fraud.taSesske Decl.
1 2 They both contain the standard provisions that “the OIG agrees not to seek an exclusion of
that entity from participation in Federal health care progyaamscondition that the company
subject to the CIA “adoptseasures designed to promote compliance,” with Fetdavaland
regulations, including “hiring [] a compliance officer, establish[ing] a codmnéluct and
policies and procedures, employee training, confidential disclosure mausaairsd reporting of
violations of law.” Id. Also, bothCIAs require reviewnf the company’s compliance with these
measures by an independent paralled an Independent Review Organization (“IR@Mhich
submitsannually to the comparg/report‘addressing the requirements of the CIA and including
the results of the audits améviews” Id. {1 3. The IRO Reporis later submitted to the HHS
part of the company’s Annual Report, along with any responses to IRO Repulitig$ from
the company Id.; Purdue CIA at 28; Pfizer CIA at 29.he CIAs themselves are posted on the
HHS website. Demske Decl. § 3

As part of the CIAs, the companies are given the opportunity to “clearly ilantyf
portions of its submissions that it believes are trade secrets, or informationctvanigrcial or

financial and privileged or confidential, and therefore potentially exempt freclodure under



the Freedom of Information Act (FOIA), 5 U.S.C. § 552.” Def. Mot. Summ J., Ex. 6 (“Corporate
Integrity Agreement between the [OIG] of the [HHS] and Purdue Pharma L‘Puid(e CIA”)
at 30, ECF No. 22-Xee alsdPfizer CIA at 28. At the same time, the Gldirectthat the
company “shall refrain from identifying any information as exempt from distasthat
information does not meet the criteria for exemption from disclosure under FQIAHHS is
not obligated to accept the companies’ designation of any document as FOIpt.exeteed,
based on the materials released, HHS disagreed with the companies’ desgaateast in
part, with respect to certain documents, which have beealparéleased to the plaintiffSee,
e.g, Declaration of Julie A. Murray, Counsel for Public Citiz€Murray Decl.”) Ex 3 Attachs.
A, D, E, F, G, H, ECF No. 26-3dleasedlocumentdearinglegend “Confidential and FOIA
Exempt.”)3

B. The Plaintiff's FOIA Request

On November 12, 2009, the plaintiff submitted a FOIA request to HHS seeking “all
annual reports submitted to the [OIG] by Purdue Pharma L.P. pursuant to the May 2007
Corporate Integrity Agreement between OIG and Purdue Pharma L.P bwaR/diZer, Inc.
pursuant to the May 2004 Corporate Integrity Agreat between OIG and Pfizer.” Decl. of
Robin R. Brooks, HHS OIG FOIA Office¢:Brooks Decl.”)Ex. A at 1, ECF No. 22-1.In
response, HHS conducted a search of its CIA database arddithgliance File room where

active compliance case files and Implementation and Annual Reports are megiritad8rooks

% In connection with Pfizer's submission of documents pursuant to bere&iA executed on October 24, 2002,
HHS was prompted to caution the company that “[tjo date almost all obthereents submitted pursuant to the

CIA have been stamped ‘FOIA exemp#AsS a result we would like to advise you that in the event that Pfizer's CIA
materials are requested under FOIA, such materials may not be fuilypeae you have noted . . . . Therefore, you
should not assume that all of Pfizer’s reports and othemdects submitted pursuant to the CIA will be exempt
from a FOIA request.” Murray Decl., Ex. 3 Attach. G (HHS letter, dated Noveh$h&003, to Pfizer) at-2, ECF
No. 263.

* Public Citizen’s request for a fee waiver was granted, following anrastnaiive appeal of HHS's initial denial of
this request.SeeBrooks Decl. {1 4, 6, 8, 11.



Decl. 113. HHS’s FOIA liaison also “confirmed with the attorneys monitoring the CI&i& [
that all responsive records had been actslifor.” Id.

Under Executive Order 12,600, HHS was required to “notify submitters of records
containing confidential commercial information . . . when those records are retjuedes the
[FOIA].” 52 Fed. Reg. 23,781 8§ 1 (June. 23, 1987). HHS regulations also require such a
“predisclosure notification."See45 C.F.R. § 5.65(d); Brooks Decl. { 24. Consequently, HHS
notified Pfizer and Purdue of the plaintiff's request and consulted with themdnegdhe
release of their information.” Brooks Decl. { 24.

On June 22, 2010, HHS notified the plaintiff that it had “located 1177 pages of records
responsive” to the Purdue portion of the FOIA request. Brooks Decl. Ex. J. Of those pages,
1,093 were withheld in their entirety under FOIA Exemptions 4 asde® U.S.C. 88 552(b)(4),
(b)(6), while 84 pages were partially released with portions redacted undantieeexemptions.

Id. With respect to the Pfizer portion of the FOIA request, HHS notifiecplaintiff,on

September 21, 2010, that 9,432 pages of responsive records had been located, with 5,216 pages
withheld in their entiretyas well as portions of 4,216 pages, under FOIA Exemptions 4 and 6.

Brooks Decl. Ex. Lsee alsd-ed. Def.’s Combined Reply Supp. Def.’s Mot. Summ. J. and

Opp’n to Pl.’s Cross Motion for Summ J. @D's Reply”) at 2, ECF No. 29 (noting that search

“netted more than 9000 pages of records and more than 4,200 of those pages were released to the
plaintiff, with portions withheld under Exemptions 4 and 6”). The plaintiff appealee the

withholding determinations under Exemptions 4 and 6 to H&&eBrooks Decl. Exs. K, M.

On April 12, 2011, HHS denied the plaintiff's appeal of the Purdue withholdings and redactions.
Brooks Decl. Ex. N. “A decision was not made on the appeal regarding Pfizer's dospment

to the filing of this lawsuit.” Brooks Decl. { 20.



C. Procedural History

The plaintiff filed the instant lawsuit on September 16, 2011, against & ompl.
1. The unopposed motions of Pfizer and Purdue to intervene were granted on November 18 and
December 7, 2011, respectivelgeeMinute Orders dated November 18, 2011 and Dec. 7, 2011.
HHS thereatfter filed tw&/aughnindices, one pertaining to Pfizer and one pertaining to Purdue,
on March 7, 2012 SeeVaughnindex of Wihheld Pfizer Inc. Documents (“Pfiz&laughn
Index”), ECF No. 18Vaughnindex of Withheld Purdue Pharma L.P. Documents (“Purdue
Vaughnindex”), ECF No. 19.

The plaintiff now challenges the adequacy of HHS’s search for “PfizeréR@bnses
and correctie action plans,” which the plaintiff claims “were not clearly identified in the
Vaughnindex of withheld Pfizer documents.” Pl.’s Mem. Supp. Pl.’s Mot. Summ. J. and Opp’n
to Def.’s and Def.-Intervenor's Mots. Summ. J. (“Pl.’'s Mem.”) at 38, ECF No. 26. Iti@ddi
the plaintiff challenges HHS’s withholdingsder Exemptions 4 and 6 of the following eight
categories of records included in the Annual Reports: (1) “Reportable Evé@)Disclosure
Log summaries (3) screening and removal of Ineligible Persb4) summaries of government

investigations or legal proceedings; (5) communications with the Food and Omigistration

® The CIAs define “Reportable Events” as “anything that involves a mattéhat a reasonable person would
consider a probable violation of criminal, civil, or adisirative laws applicable to any Federal health care program
and/or any FDA requirements relating to the labeling or promotion of pt®flhr which penalties or exclusion may
be authorized.” Purdue CIA &8-20; seePfizer CIA at 21.

® Each company was required by its CIA to “maintain a disclosure log, whathisclude a record and summary of
each disclosure received (whether anonymous or not), the status of the vesptmtial reviews, and any

corrective action taken in response to the internal reviews.” Purdue CTARfider CIA at 19. The referenced
disclosures were made in connection with “a disclosure program,hwinicludes a mechanism . . . to enable
individuals to disclose, to the Compliance Officer or some other pernsonswot inthe disclosing individual's

chain of command, any identified issues or questions associateBfizith's policies, conduct, practices, or
procedures with respect to a Federal health care program requirementsk&}] mrquirements believed by the
individual to be a potential violation of criminal, civil, or administrative law.” Pfizbk at 18;see alsdPurdue

CIA at 16 (same).

" An “Ineligible Person” “is currently excluded, debarred, suspendedherwise ineligible to participate in Federal
healh care programs or in Federal procurement or nonprocurement progrdras;l®en convicted of a criminal
offense that falls within the ambit of 42 U.S.C. 8 132(&), but has not yet been excluded, debarred, suspended, or
otherwise declared ineligible.” Pfizer CIA at 19; Purdue CIA7t
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(“FDA”) about off-label promotion; (6) portions of Pfizer's dfbel findings and detailing
session3 (7) portions of IRO reports pertaining toter alia, the IRO’s findings and
recommendations, the companies’ compliance programs, “corrective actiorbyaiten
company,” and the “IRO’s description of the company’s systems, policies, proseaide
practices,” Pl.’s Mem.t®28-29 and (8) Purdue’s supplement, dated June 18, 20@8, first
Annual Report, which was submitted on September 25, 2008 (“2009 Purdue Suppléfhent”).
SeePl.’'s Mem. at 913 & n.3, ECF No. 27

With the exception of the 2009 Purdue Supplemenipainies havaot identified the
specific documents in théaughnindices that are covered by each of the broad challenged
categories and, thus, has left the Court to speculate as to which specificondibdehents are
actually at issue in this lawsuit and whihcuments thparties agreevere appropriately
withheld. Certainly,the combined us€aughnindices and detailed declaratiassan acceptable
practice for an agency to justify its application of an exempt&#seJudicial Watch, Inc. v.
FDA, 449 F.3d 141, 148 (D.C. Cir. 2006dency’s‘decision to tie each document to one or
more claimed exemptions in its index and then summarize the commonalities of the descumen
in a supporting affidavit is a legitimate way of serving samdunctions of the Vaughnindex
by “organiz[ing]the withheld documents in a way that facilitates litigant challeagdscourt

review of the agencyg’'withholding$). Neverthelesghe declarations are most helpful when tied

8 “Detailing sessions” are mandated intensive reviews of commerciallyabieailecords Pfizer was required to
obtain to determine the content of any discussions between Pfizer salesnigpiiess and health care prosid
regarding potential offabel uses for Pfizer medications during a one week period each qu@at&fizer CIA at
22-23. Pfizer was required to make findings based on this review and takeragctive action necessarid. at
23. The findings and corrective actions were required to be submitiieel @ G. Id. Purdue’s CIA did not contain
this requirement.

® pfizer and Purdue were required to retain “Independent Review OrgariZatidassess|] and evaluate(] [their]
systems, processes, policies, and practices” relating to certain prodeéires. CIA at 14see alsd’urdue CIA at
14.

2 The plaintiff refers to this document as a “cover memorandum fap@lesuent to its first annual report,” Pl.’s
Mot. at 2, ECF No26, and attached the heavily redacted released copy of the document as an exhiait.Diltl.
Ex. 3, Attach. E at 3@7,ECF No. 263.



to the specific documents described in the indi&s.id. at 150 {emanding case for further
explanation, noting théfp] roving the merits of the exemption does no good if the court cannot
tie the affidavits to the documefifs Judicial Watch, Inc. v. U.S. Dep’t of Justi&d0 F. Supp.
2d 202, 214 (D.D.C. 2011) (findingHat the DOJ Vaughn indices and declarations are
adequate” where “declarations work in conjunction with the Vaughn indices by dividing the
withheld documents into specific categories based on the nature of the documesite@oey
numbers are crogeferenced accdimgly in theVaughnindices), linking each category (and in
turn each document) to a particular FOIA exemption, and articulating whab¢henents in
each group reflect and why they fall within the specified FOIA exemptiorhelack of
specificityin this caseegarding both thlentification ofwithheld documents in théaughn
indices that are at issue and the prec@@ection between the documents discussed in the
declarationand the documentsstedin theVaughnindices,has significantly complicated the
Court’s task ofesolving the plaintiff's challenge.
. LEGAL STANDARD

Congress enacted the FOIA as a means “to open agency action to the light of public
scrutiny.” Am. Civil Liberties Union v. U.S. Dep’t of Justi&®5 F.3d 1, 5 (D.C. Cir. 2011)
(quotingDep’t of Air Force v. Rose425 U.S. 352, 361 (1976)). As the Supreme Court has
“consistently recognized [] the basic objective of the Act is disclosuarysler Corp. v.
Brown 441 U.S. 281, 290 (1979At the same timehe statute represents a “balance [of] the
public’s interest in governmental transparency against legitimate governmentai\atd
interests that could be harmed by release of certain types of informaltlaitéd Techs. Corp. v.
U.S. Dep't oDef,, 601 F.3d 557, 559 (D.C. Cir. 2010)nited Technologi€} (internal

citations omitted). Reflecting that balance, the FOIA contains nine exemptidiosts in5



U.S.C. 8 552( which “are explicitly made exclusive and must be narrowly construddrier

v. U.S. Dep’'t of Nawyyl31 S. Ct. 1259, 1262 (2011) (internal quotations and citations omitted)
(citing FBI v. Abramson456 U.S. 615, 630 (1982pee also Pub. Citizen v. Ofc. of Mgmt. and
Budget 598 F.3d 865, 869 (D.C. Cir. 2010). “[T]hese limited exemptions do not @tbmur
basic policy that disclosure, not secrecy, is the dominant objective of theRas$¢ 425 U.Sat
361.

The agency invoking an exemption to the FOIA has the burden “to establish that the
requested information is exemptFed. Open Market Comm. Béd. Reserve Sys. v. Merrdl43
U.S. 340, 351-352 (197%ee alscAssassination Archives & Research Ctr. v. G334 F.3d 55,
57 (D.C. Cir. 2003) (holding that the agency “bears the burden of establishing the ajuglicabil
the claimed exemptidn. In order to carry this burden, an agency must submit sufficiently
detailed affidavits or declarationsVaughnindex of the withheld documents, or both, to
demonstrate that the government has analyzed carefully any material evitorertable the
court to fulfill its duty of ruling on the applicability of the exemption, and to endlgledversary
system to operate by giving the requester as much information as possible, orstbéwelaish
he can present his case to the trial co@glesby v. United States Dep't of the Ari#§ F.3d
1172, 1176 (D.C. Cir. 1996¢)The desgription and explanation the agency offers should reveal
as much detail as possible as to the nature afaghement, without actually disclosing
information that deserves protection...[which] serves the purpose of providing thetoeguits
a realistic opportunity to challenge the agency's decisiona®;Analysts v. IR210 F.3d 715,
720 (D.C. Cir. 2005) (rteng that,to avoid voluminou®/aughnindex submissions, court
permissibly relied on a mix of deposition testimony, declarationsughnindex, andn camera

review to evaluate agensywithholding determinations)

10



A district court must review théaughnindex and any supporting declaratidtes verify
the validity of each claimed exemptionSummers v. Dep’t of Justice40 F.3d 1077, 1080
(D.C. Cir. 1998) The FOIA provides federal courts with the power to “enjoin the agency from
withholding records and to order the production of any agency records impropéahgidifrom
the complainant.” 5 U.S.C. 552(a)(4)(BYloreover, a district court has aaffirmative duty” to
consider whether the agency has produced all segregable, non-exempt inforlibtny.
U.S. Dep't of Aric., 596 F.3d 842, 851 (D.C. Cir. 2010) (referring to coudfirmative duty to
consider thesegregability issusua spont§ (quotingMorley v. CIA 508 F.3d 1108, 1123 (D.C.
Cir. 2007)) Stolt-Nielsen Transp. Group LTD. v. United Sta&! F.3d 728, 733-735 (D.C.
Cir. 2008) (‘ [b]efore approving the application of a FOIA exemption, the district court must
make specific findings of segregability regarding the documents to be withhglabting
Sussman v. U.S. Mdrals Service494 F.3d 1106, 1116 (D.C. Cir. 2007)yansPacific
Policing Agreement v. U.S. Customs Setv7 F.3d 1022, 1027-1028 (D.C. Cir. 199%e
believe that the District Court had an affirmative duty to consider the sdgjiggissuesua
sponte..even if the issue has not been specifically raised by the FOIA plainsiéé)alsdb
U.S.C. 8§ 552(b) (“Any reasonably segregable portion of a record shall be provided tosamy per
requesting such record after deletion of the portions which are exempt undabsast®n.}.
Summary judgment is appropriate when “there is no genuine dispute asnatamial
fact.” FED.R.Civ. P. 56. ‘In FOIA cases|sJummary judgment may be granted on the basis of
agency affidavits if they contain reasorebpecificity of detail rather than merely conclusory
statements, and if they are not called into question by contradictory evidenceeaoaittear ly
evidence of agency bad faith.Judicial Watch, Inc. v. U.Secret Sery 726 F.3d 208, at *14

(D.C. Cir. 2013) (quotingconsumer Fed’'n of Am. v. U.S. Depf Agric, 455 F.3d 283, 287

11



(D.C. Cir. 2006) and@allant v. NLRB26 F.3d 168, 171 (D.C. Cir. 1994))Ultimately, an
agencys justification for invoking a FOIA exempi is sufficient if it appearogical’ or
‘plausible.” Judicial Watch, Inc. v. U.S. Dep’t of Defengé5 F.3d 937, 941 (D.C. Cir. 2013)
(quotingACLU v. US. Dep’t of Defens&28 F.3d 612, 619 (D.C. Cir. 20)1)arson v. U.S.
Dep't of State565 F.3d 857, 862 (D.C. Cir. 2009) (quotplf v. CIA 473 F.3d 370, 374-75
(D.C. Cir 2007)).
1. DISCUSSION

The plaintiff raises two issues regarding HHS’s response to its FOIAstedgue
adequacy of the defendant’s search and the appropriateness of the Exemption 4 ngghtoldi
Each of thes issues is addressseriatimbelow.

A. The Adequacy of HHS’s Search

The plaintiff contends thdhe defendant’search for records responsive to the request for
Pfizer Annual Reports was inadequate because certain documents referealestedr
documentsvere not identified in th®aughnindex of withheld Pfizer documents or released to
the plaintiff. SeePl.’s Mem. at 38. Specifically, the plaintiff contends that Pfizer stateccin ea
of its Annual Reports that the company’s response to the IRO’s findings and rendations,

and any other observations, would be provided to the OIG, as necessargapadate cover, at

1 All of the documents withheld by the defendant under Exemptiamigh exempts from disclosure “personnel or
medial files and similar files the disclosure of which would constitute a glearvarranted invasion of privacyg
U.S.C. § 552(b)(6)are also withheld und&xemptiond. In construing Exemption 6, the D.Circuit has held that
“the disclosure of names and addresses is not inherently and alwgygfiassit threat to the privacy of those listed;
whether it is a significant orde minimishreat depends upon the characteristic(s) revealed by virtue of being on the
particular list, and the consequencéslly to ensue.”Nat'l Ass'n of Retired Fed. EmployeesHorner, 879 F.2d

873, 877 (D.C. Cir. 1989). “Exemption 6’s requirement that disclosure dmrlglunwarranted’ instructs us to ‘tilt
the balance (of disclosure interests against privacy inténefstyor of disclosure.”Morley, 508 F.3cat 1127 (D.C.
Cir. 2007) (quotingVash. Post Co. v. U.S. Dep’t of Health and Human S&98.F.2d 252, 261 (D.C. Cir. 1982)).
Here, thedefendant'sleclarant statehatthe only information withheld under Exgption 6consistsof “employee
names and personal identifying information, such as telephone numbesmait addresses.” Brooks Decl. | 27.
Theplaintiff has clarified that it is not challenging the withholdinghafmes, phone numbers, signatures, or email
addesses of any individuals. RIMem. at 36.Thus, given that the plaintiff is not contesting the application of
Exemption 6 to the information withheld on this basis, no Exemption Galgal is before the Court

12



a later dateMurray Decl., Ex. 3 Attach. H (containing Pfizer's statements regardieg lat
submission of CIA Section IIl.D Responses in Annual Reports submitted for 2004-2009, at OIG-
000066; O1G-001862; OIG-003715; OlW5864; OIG007893). These responses were
specifically required by Section V.B.6 of Pfizer’s CIA (“Section V.B.6uloents). Pfizer CIA

at 25. The plaintiff contendbat theSection V.B.6 documentsshich Pfizerwas requiredo

submit, and presumably did submit to the OIG, are “missing” and the defendant “does not appea
to have acknowledged these missing documents or attempted a follow-up seiathen.”

Id. at 38. The defendant doest wlispute that Pfizer submitted to the Ot&comments

responding to the IRO Reports, as required in Section \6Bl&e CIA and referenced in each
Annual Report, or that such documeatsresponsive to the FOIA request. Ratlilee,

defendant disputabat Pfizer'sSection V.B.6 documents are missing and insteserts tat

they were identified in the search and withheld, as described RfizerVVaughnindex entries

174, 175 and 176SeeDef.'s Reply at5.

In support of its position that “the venyformation that Plaintiff claims establishes that
the search was inadequate is accounted for in the Vaughn index,” the defendartitiitidig
information set forth inlte PfizelVaughnindex entries 174, 175 and 17Bl. These three
entries 174, 175 and 17@lescribe three letters, which were released with virtually all text
redacted, fronfPfizer's counseto the OIG, dated February 13, 2006, February 19, 2008 and
November 11, 2009¢espectively, as follows: “This letter and the accompanying attacement
contain confidential information related to communication with the OIG regardingy Bf
responses to the OIG’s review of Pfizer's Annual Refdrése documents contain confidential
information regarding IRO reviews and reports as well as Pfizer’s responses thereto and

excerpts from certain Pfizer policies and verbatirtd. (emphasis in original).

13



The defendant’s response that the plaintiff's challenge to the adequacy drittefse
Pfizer documents “fails as a factual matt@&¢f.’s Reply at 5, has two fundamental problems.
First, the documents described in the PfiZaughnindex entries 174, 175 and 176 relate only to
the first, third, and possibly the final 2009 Annual Repo8seSupplemental Decl. of Julie
Murray, Counsel to Public Citize(fM urray Supl. Decl.”) Ex. 1, Atiachs D, E, F, ECF No. 34-

1 (Feb. 13, 2006 letter states submission is “regarding Pfizer’s first Annual Ré&edrt19,

2008 letter states “Re: Folleup to the Third Annual Report;” aridelast letteris dated Dec.

11, 2®9 letter which is after submission of fifth Annual Report). Thus, the Section V.B.6
documents released in part and described in the Rfagghnindex are only for three Annual
Reports (first, third and last), even though the company indicated in its Annual Repart

five years that it was filingection V.B.6 documents. Nowicki Decl. § 12. Thus, it appears that
Pfizer'sSection V.B.6 documentsr at least two years were neither released to the planotiff
referenced in th%aughnindex and, thus, are correctly deemed “missing” by the plaintiff. Pl.’s
Mem. at 38.

Second, the plaintiff challenges whether the documents described aM2fizgmindex
entries 174, 175 and 176, which the defendant points to as evidence of the wdégaaearch,
are actually th&ection V.B.6documents.SeePI’'s Reply in Supp. Pl.’s Mot. Summ. J. (“Pl.’s
Reply”) at 26-21, ECF No. 34. The aintiff's declarant submitted copie$ the heavilyredacted
versions of the documents correspondingaoghnindex numbers 174, 175 and 178ee
Murray Supl. Decl, Ex. 1 Attachs. D, E, and F (Bates Nos. @386, O1G009420, OIG-
009428). The opening paragraphs of each letter indicate that Pfizer is respondingito spe
OIG requests for additional information, but nowhere indicate that this informatpyovided to

comply with the CIA’s Section V.B.6. The plaintiff claims that these docunfpndside only
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‘supplemental information that [OIG] requested’ in response to Pfizer's arepals,’Pl.’s
Reply at 20rather tharsubmitting Pfizer's own independent “review [of] the Internal Review
Organizations findings and recommendations, and any other observations . . . pursuaitrto Sect
[11.D” of the CIA. See, e.gMurray Decl. Ex. 3Attach.H, Bates No. OIG-003715; Murray
Suppl. Decl. Ex. 1 Attach. F, Bates No. OIG-0094Z8us, as a factual matter, the plaintiff has
raised a significant question as to whether the leftgeslin theVaughnindex entries 174, 175
and 176 actually correspond to the informatieferenced in the CIA’s Secti®hB.6.

The defendant nowhere adequately explains these factual discrepancies, tiather
defendant’s fallback position is that the law does not require the agency to do any mor
searching since the agency has demonstrated in affidavits that it “conduetsbnable
search,” and no bad faith hasdm alleged. BX.'s Reply at 4.While “the adequacy of a FOIA
search is generally determined not by the fruits of the search, but by thpreggpness of the
methods used to carry out the searsleglturralde v. Comptroller of Currengyd15 F.3d 311,
315 (D.C. Cir. 2003), “if a review of the record raises substantial doubt, particnlargw of
‘well defined requests and positive indications of overlooked materials, sunmundgryignt is
inappropriatg’ ValenciaLucena v. U.S. Coast Guartis0 F.3d 321, 326 (D.C. Cir. 1999)
(quotingFounding Church of Scientology v. Ne&ec. Agency610 F.2d 824, 837 (D.C. Cir.
1979)).

In this case, the defendant concedes the existence of Béegon V.B.6 documents
required to be submitted to the OIG on an annual basis under the CIA, by poirthiadghoee
heavily redacted lettedescribed in the Pfiz&raughnindex entries 174, 175 and 176.
Moreover, the existence of these documents is confirmed by the released drivasnnual

reports referenaig the “later” submission of the Section V.B.6 documea¢eMurray Decl. EX.
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3 Attach. H (Bates Nos. OIG-000066, OIG-001862, OIG-003715, O1G-005864 and OIG-
007893). Therefore, at a minimum, Pfizer’'s Section V.B.6 documents for two annual reports,
which the defendant does not dispute should exist and should have been accounted for, are not
represented in théaughnindex, nor has the defendant provided any explanation as to what steps
it undertook to track down teemissing documents.

Thatthe defendantvas undern obligation to do so is made cleaGampbell v. United
States Department of Justjcb4 F.3d 20, 28 (D.C. Cir. 1998). @ampbel] the D.C. Circuit
held that an agency must “revise its assessment of what is [a] ‘reasonabtdi][searparticular
case to account for leads that emerge during its inquidy.at 28. In other words, when leads
to other documents arise during the course of a search for responsive recogentlieraust
expand the scope of its seardd. This does not mean thahére reference to other files” that
are relevant to a FOIA request triggers an obligdoithe agency to expand a search sincé “[i]
that were the case, an agency responding to FOIA requests might be forcaahiteeevirtually
every document in itBles, following an interminable trail of crossferenced documents like a
chain letter winding its way through the mailSteinberg v. U.S. Dep’t of Justji@8 F.3d 548,
552 (D.C. Cir. 1994)see also Morley508 F.3cat 1121. Yet, when, as here, tlagency
concedes that responsive documents exist and, further, that its search should haretlrecove
those documents, by stating as a factual matter that they were, in fact,,leuatetary
judgment is inappropriate when the plaintiff raises substantial factual @useatout those
assertions. Indeed, the D.C. Circuit has instructed that “a court may placieagmifeight on
the fact that a records search failed to turn up a particular document in apéhgzadequacy of
a records search Iturralde, 315 F.3dat 315 (citing Krikorian v. U.S. Degd’ of State 984 F.2d

461, 468 (D.C. Cir. 1993)). As the D.C. Circuit explaine¥atenciaLucena “what causes us
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to conclude that the search was inadequate arises from the fact that the reléoed @ds
positive indications of overlooked materialsl80 F.3dat 326 (internal quotations omitted).

Here, there can be no doubt that, in the course of a search for responsive tleeords,
defendantvas or became aware that Pfizge8ection V.B.6 documents for five annual reports,
not just three such reports, should exist. ¥et,defendandffers no explanation, and cites to no
produced document, to account for the missing records for at least two annual reghdsghAl
the defendarnis correct that “@earch is not unreasonable simply because it fails to produce all
relevant material,Meeropol v. Mees&90 F.2d 942, 952-53 (D.C. Cir. 1986), the defendant
was affirmatively obligated to make an effort to find the two missing yeesjsonses when the
“leads” to those documents are obviosee Campbelll64 F.3d at 28.

Moreover, neither the redacted records produced nor the Fapghnindex sufficierly
indicates that entries 174, 175 and 176 are actually the Sectiondo&ifents that Pfizer was
required to produce under Section I11.D and Section VdBie CIA, as all three letters appear
to be responding to direct questions from the OIG, rather than Pfizer's own findohgs a
recommendations in response to an IRO Report. Therefore, the defendant hasinedsits
burden of showing the adequacy of its search and may either supplement retidesl#o
address the factual questions raisedheyplaintiff about the Pfizeé8ection V.B.6 documents or

perform an additional search to locate the missing recrds.

2 The defendant also argues that because no challenge to the adequacy of the seaistrwhsing the
administrative appeal, the plaintiff has failed to exhaust its adnatiigrremediesSeeDef.'s Reply at 5 nl. As

the plaintiff rightfully points out, however, the inadequacy efdefendant’s search was not apparent until after the
agency filed its/aughnindices, which show that Pfizer Section V.B.6 documents for at isastftnot all five,

annual reports are missing. The Court, therefore, rejects this defenselaittiff’'s challenge to the adequacy of
the search.
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B. Exemption 4 Withholdings

Under the FOIA, “trade secrets and commercial or financial informatiomnelot&iom a
person” that is “privileged or confidential” may be withheld from disclosure. 5 U.S.C. §
552(b)(4.%* If the documents are not trade secretsustain the burden of showing that
Exemption 4 was properly applied, an agency must establistnéhaithheld records are “(1)
commecial or financial, (2) obtained from a person, and (3) privileged or confidenRal3.
Citizen Health Research Grp. v. FD204 F.2d 1280, 1290 (D.C. Cir. 1983). No party to this
action disputes the second prong of this test, nor could they, astthie stakes clear that a
“person includes an individual, partnershéprporation association, or public or private
organization other than an agency.” 5 U.S.C. § 551(2) (emphasis added). Nor do the defendant
and defendant-intervenordaim that the witheld documents are “financial SeeDef. Mem.
generally Declaration of Peter J. Claud®artner at PricewaterhouseCoopers, (I(Raude
Decl.”), ECF No. 22-2; Mem. Supp. Def.-Intervenor Pfizer's Mot. Summ. J. (“Pfizer Mem.”),
ECF No. 23-1generally

The parties contesinly whether, under the first and third prongs of the thsteight
categories of challenged, withheld documents are “commercial” materials aogwifiether
they are privileged or confidential."To resolvethis dispute, the Court will firggxamine the
scope of the term “commercial”’ in the FOIA context adldress the plaintiff's contention that

any document referring to illegal or potentially illegal activity falls outside thenimgaf this

13 Although neither of the companies whose documents are at issue have claimsgdratiprotection, the
defendant HHS has asserted, vattly limited evidentiary support and fiarther discussion, that “the materials
withheld under Exemption 4 also constitute trade secr@&sf! Mem,, 8 n.1, ECF No. 2Xee alsdeclaration of
Peter J. Claude, Partner at PricewaterhouseCoopers LLP (“Claude Decl.”)JFLRI0E222 (“In addition to being
commercially valuable, some of these procedures should be consideredito tade secrets, as | understand that
term is defined by the OIG. These procedures are the product of innovatiom dededoped through substantial
effort.”). Theseconclusory statemegtwithout any effort to show that the documents satisfy the requisiteepts

for trade secret protectioarewholly insufficient to support such a finding.hus, as do the partiefet Court will
focus on whether the withheld records are “commercial” information.”
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term. Next, the Court willeview each categolgf documentst issue and assess whether the
defendant and defendant-intervenors have met their burden of showinbalanged, withheld
records contain commercial informatiofinally, for any category of documents found to
contan commercialinformation the Court will evaluate whether thhidormation isconfidential
or privileged.

1. Scope ofCommercial” Information.

The term “commercial” is not defined in the FOYA Absent a precise statutory
definition or clarity from the legislative historjyeD.C. Circuit has “consistently held thahif]
term. . . in [Exemption 4] should be givéits] ordinary meaning.” Pub. Citizen Health
Research Group/04 F.2d at 129Gee alsdNat'| Ass’n of Home Builders v. Nortp809 F.3d
26, 38 (D.C. Cir. 2002Bd. of Trade v. Commodity Futures Trading &27 F.2d 392, 403-404
(D.C. Cir. 1980)brogated on other grounds by U.S. Dep't of State v. Wash. PqQst36dU.S.
595 (1982)accordPerrin v. United Stategt44 U.S. 37, 42 (1979)A fundamental canon of
statutory construction is that, unless otherwise defined, words will be inezt@®taking their
ordinary, contemporary, common meanfpg.“[l] nformation is commercial under this
exemption if, in and of itself, it serves a commercial functiois @f a commercial nature.”

Nat’l Ass’n of Home Builderg09 F.3d at 38citing Am. Airlines, Inc. v. Nat’l Mediation Bd.

588 F.2d 863, 870 (2d Cir. 1978)) (internal quotations omitted). Thus, “records that actually
reveal basic commercial operations, saslsales statistics, profits and losses, and inventories, or
relate to the incomproducing aspects of a business,” fall within the scope of “commercial”

information. SeePub. Citizen Health Research Grg04 F.2d at 1290For instancegocuments

4 The D.C. Circuit has concluded that the legislative history about thaingeof the key terms used in Exemption

4 is “unhelpful,” since while “Congress clearly indiedthat Exemption 4 as a whole could cover such materials as
‘business sales statistics, inventories, customer lists, [and] scientifisnufacturing processes or developménts,
H.R. REP. No. 1497, 89th Cong., 2d Sess. 10, reprinted inU$BSEODE CONG. & AD. NEWS 2418, 2427, it

offered no guidance concerning which prong of the exemption wouldgpreactof these diverse types of
information’ Puh. Citizen Health Reseeh Gmp., 704 F.2dat 1286
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thatcontain “revenue, net worth, income, and EBITDA” information are plainly comnhercia
Kahn v. Fed. Motor Carrier Safety Admig48 F. Supp. 2d 31, 36 (D.D.C. 20089g also
Greenberg VFDA, 803 F.2d 1213, 1216 (D.C. Cir. 19860lding that customdists constitute
commercial information)Rural Hous Alliance v.U.S.Dep't of Agric, 498 F.2d 73, 75 (D.C.
Cir. 1974) (holding that loan application information in agency tepas subject to Exemption
4); Racal-Milgo Govt Sys, Inc. v. SmalBus Admin, 559 F. Supp. 4, 6 (D.D.C. 1981) (finding
that Exemption 4 shielded informatiomfuch more sensitive than mere prices,” suchaaslits
of private concessions in national parks; technical proposals for development eha teyst
analyze gases generatedgayroleum refineries; general selling prices, inventory balances, profit
margins, purchase activity, freight charges, costs of goods sold, and custorasy olatained
from a utility in the course of a government investigation; appraised value fonmsudtity
assessment purposes of imported machinery parts; design recommendationgothesigts, a
customer list, and biographical data on key employees; and computer usage, manpower
allocation, travel costs, biographical data on employsae$detailed cost data froamcontract
with the Governmeri} (internal citations omitted).

The scope of “commerciainformation hasalso beerapplied more broadly to records
containinginformationin which the provider of the recortias“a commercial interest.Baker
& Hostetler LLP v. US. Dep’t of @mmerce473 F.3d 312, 319 (D.C. Cir. 2006) (findilegters
describing favorable market conditions for domestic lumber companies “plaimigic
commercial information within the meig of Exemption 4”). For example, Rublic Citizen
Health Research Groyphe court found that “documentation of the health and safety experience
of [the company’s] products” was commercial because such documentation wasriergal in

gaining markehg approval for their products.” 704 F.2d at 122@.issue inPublic Citizen
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Health Research Groupere reportsubmitted to th&DA aboutthe safety of certain medical
devicesn order to show the products wexgtficiently safe to enter the marketpt Id.
Although not‘commercial’in the sense of reflectirggles or proflandlossfigures the court
found that the reports fit comfortably within the broader definition of “commiétbiat
examines whethehe provder has a commercial interestthe documentbecause they are
helpful or“instrumental” toits businessnterestslid.; see alscCritical Mass Energy Project v.
Nuclear Regulatory Comm/i830 F.2d 278, 281 (D.C. Cir. 198 hp{ding thathon-profit
organizations reports describing the operations of members’ nuclear power plants contained
“commercidl information since disclosure of health and safety problems resulting from
operation of nuclear power facilitiesuld materially affect “commercial fortunes” of members
Pfizerurges a evenbroader construction of Exemption 4, stating that “a company has a
‘commercial interest’ in all records that relate to every aspect of the corapeade or
business.” Pfizer's Mem. in Opp’n to Pl.’'s MSJ & Reply in Supp. of D&t33 (“Pfizer
Reply) at6, ECFNo. 31. This is plainly incorrect.See, e. g., Getman v. NLREO F.2d 670,
673 (D.C. Cir. 1971) @ bare list of names and addresses of employees which employers are
required by law to give the [agency].cannot be fairly characterized as :financial or
‘commercidl informatior?’) ; Nat'l Bus. Aviation Ass’'n v. FAA86 F. Supp. 2d 80, 86-87
(D.D.C. 2010)list of aircraft registration numbers was not sufficiently “commercial” to qualif
for Exemption 4 withholding even though certain commercial information could be deduced
from other publicly available sources in conjunction with the requested docungmtsggo
Tribune Co. v. BA No. 97 C 2363, 1998 WL 242611 at *3 (N.D. lll. May 7, 1998)d{ng that
Federal Aviation Administratio recordgertaining to irflight medical emergencies did not have

a sufficiently “direct relationship with the operations of a commercial veéntigualify for
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withholding under Exemption 4). Indeed, the D.C. Circuit has explainedtheatéach othe
exemption for trade secrets or commercial or financial infotima is not necessarily
coextensive with the existence of competition in any foriWash Research Project, Inc. 4.S.
Dep't of Health, Educ. and &fare, 504 F.2d 238, 244 (D.C. Cir. 1974). Thus, the D.C. Circuit
has cautioned that, consistent with the narrow construction given to FOIA exemfjtifots
every bit of information submitted to the government by a commercial entityigadbf
protection under Exemption 4Pub. Citizn Health Research @y 704 F.2d at 1290.
Theplaintiff argues that mangf the challenged withheld documents fail to quadiy
“‘commercial’informationbecause “[nformation about a company’s violation of laws and
regulations is not commercial in nature.” PMem.at17. In support,ite plaintiff seizes upon
language irCritical MassEnergy Project v. Nuclear Regulatory Comn®i5 F.2d 871 (D.C.
Cir. 1992)(en banc)*Critical Mass), generally describintheexemptions in th€OIA as
designed to protect “legitimate governmental and private interdsksdt 872. Tha, according
to the plaintiffs argumentthe FOIAnecessarily ecludesfrom the coveragef Exemption 4
“information about suspected or confirmed illegal conduct by the companies omtipéiryees
and the companies’ corrective action . . . to comply with applicable’|&is Mem.at 17,
because protecting against the disclosure of potéltgigal conduct is a netegitimate goal.
The defendant counters tlammerciainformationdoes not lose the protection of
Exemption 4 “even when that information was directly related to the potential wroggdoi
Def’s Reply at 8. The Court agrees i the defendant fdhreereasons.First, the language
from Critical Massrelied upon by the plaintiff is too thin a reed to support the weight of its
argument. TieD.C. Circuit’s use of the qualifying wortkgitimate,” referred taheinterests

served by thentire FOIA not just Exemption 4See Critical Mass975 F.2d at 872. TH
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judicial qualifier does not apply as an over-arching limit on the scope ofatigyar term used
in the FOIAand thus, cannot be read limit the typesof “commercial” activities subject to
Exemption 4.

Second, the plaintiff's proposed construction of Exemption 4 would impose on this
statutory provision a limitation which is simply retpported by thplaintext. On the contrary,
the term “commercial” is generally defined to mean “engaged in commerce” or “having
reference to, or bearing on commerc€dmmercial NEw OXFORD AM. DICTIONARY at 341 (2d
Ed. 2005) (“concernedith or engaged in commerce; making or intending to make a profit”
Commecial, MERRIAM-WEBSTER S COLLEGIATE DICTIONARY at 23L (10th Ed. 1999) (“occupied
with or engaged in commerce or work intended for commerce; viewed with regagt@fit”);
Commercial Atvity, BLACK’SLAwW DICTIONARY at 38 (9th Ed. 2009]“An activity, swch as
operating a business, conducted to make a preéi®;also Carlson v. U.S. Postal Sgbd4 F.3d
1123, 1129 (9th Cir. 2007) (“[I]nformation is commercial if it relates to commeig tor
profit”) (internal quotation marks and citation omitted)hus, using its ordinary meaning, the
term “commercial” is not limited only to lawful activities but also extends moredbroa any
type ofactivity bearing on commerce

Several of the cases cited by the defendant support this plain texhgehthe term
“commercial.”*® In ISC Group, Incy. United State®©epartmen of DefenseCiv. A. No. 88-
0631, 1989 WL 16885&t *2-3 (D.D.C. May 22, 1989), the court found that “financial

summaries and forecasts, inventory and labor data, and otheciahanalyses” contained in a

5 Two of the cases relied upon by the defendant are unhelpful since the ipahiese casedid not dispute

whether the reqted documents were “commerciatonsequently, the courts did not confront, let alone consider,
the issue of whether documents containing information about illegduct could also qualifysa‘commercial”

under Exemption 4See Am. Mgmt. Servs., LLC v. Dep't of the A8dy F. Supp. 2d 859, 880 (D.D.C. 2012) (“It
is undisputed that the information in question is ‘commercial or finafifigiersh & Hersh v. U.S. Dep't of Health
and Human &rvs, C 064234, 2008 WL 901539, at *7 (N.D. Cal. Mar. 31, 2008) (“[S]ince there is no otbymutdi

as to whether the information qualifies as commercial or financial . . . .").
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report investigating potential fraud in Department of Defense contwaces“commercial or
financial’ information subject to Exemption & he fact that certain of this financial information
also reflected fraudulent actiyiwas not a disqualifier for withholdingsee alsdvi/A-Com Info.
Sys, Inc.v. U.S.Dept of Health and Human Sesy 656 F. Supp. 691, 692 (D.D.C. 1986)
(holding that the agency properly withheld under Exemption 4 documents containing
“accounting anather internal procedurégthe submitting company] was willing to undertake to
obtain by consent dismissal of the debarment action without admission of liabrgyadution
of the facts in dispute).”

Similarly, inWatkins v. United States Bureau of Customs and Border Prote6d48n
F.3d 1189 (9th Cir. 2011), thidinth Circuit rejectech FOIA requester’s contention that
“Notices of Seizures” for allegedly counterfeit goods were not “commercialiusecthey
pertained to “the unlawful importation of counterfeit goods, and not any sort of lagtim
commercial activity.”ld. at 1195.Noting that such Notices are not “final determinations that
goods seized are counterfeit,” but are more “akin to a finding of probable ctngsegurt
explained that “weannot conclude that information contained in a Notice of Seizure is non-
commercial just becausestlikely— perhaps even very likely -that the merchandise seized is
counterfeit.” Id. Since the Notices discloSetimate aspects of an importers besia such as
supply chains and fluctuations of demand for merchandise,” the court further found that they
“contain plainly commercial information.id.

Finally, the third reasoto rejectthe plaintiff's argument texcluce from the scope of
“commercial’any“suspected or confirmed unlawful conduct,” Pl.’'s Mem. as 1hat it is based
on anerror of reasoning bfallaciouslyimputing theproperties of agart’ to the properties of

the“whole.” Specifically, the overall commercial nature of an undergaigmot altered when
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some aspect dhat activityis suspected to constitute, or actuadigults in a violation of a rule,
regulation or statutory requirementhis is particularly true in the context ohaavily regulated
industry,such as pharmaceuticalthe Ninth Circuit inWatkinsimplicitly recognizedhe
fundamental unfairness that would result if the protection of Exemption 4 were absvéal
withhold otherwise confidential commercial documents of a comganply because the
company wasccused of wrongdoingpting that, in some cases, “importers somes
acquiesce in the Agency’s seizure and forfeituregitimategoods,” even without proof of
legal violation 643 F.3d at 1195 (emphasis in original)

Although the Court finds unpersuasive plaintiff’'s argumenthat any information
related to pantial wrongdoing categorically falls outside Exemptiorh# tloes not meathat
all of thewithheld informationsubmitted pursuant to the CIAs is automatically commerdiae
defendant must provide sufficient justification about each categatyadiengediocuments to
show that the withheld documents are, indeed, “commercial” within the meaningroptxe
4. As discussed in more detail beldhg Vaughnindices and declarations fall shantmany
instances of the level of specificity the FOIA requires.

2. Sufficiency of Showing That Withheld Documents Are “Commercial”

Set against the broad scope of the term “commerciad, Courtnext examingeach
challenged categoyf withheld document® determine whether they meet this prerequisite for
application of Exemption 4. In this regard, the Court is mindful that the defendanthdear
burden of establishing the applicability of this exemption and ttoiclasory and generalized
allegations of exemptions are unacceptabMdrley, 508 F.3cat 1115 (internal quotation marks
omitted). With respect to each category of withheld documehésgdefendantnakesonly the
conclusory statemettbat “[t|he records contain Pfizer and Purdue’s commercial or financial

information.” Brooks Decl. I 25TheVaughnindicesoffer noadditional details on this critical
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guestion. SeePfizerVaughnindex, Purdu&/aughnindex,generally Consequently, as set forth
below, the Courtelies primarilyupon the declarations of the defendant-intervenors to tease out
any information regaling whether thevithheld documentare “commercial” for the purposes of
Exemption 4.

a. Reportable Event Summaries

Under the terms of the CIAs, Reportable Events are those events where “a leasonab
person would consider a probable violation of criminal, civil, or administrative lpplEable
to any Federal health care program and/or any FDA requirements relatiegabeling or
promotion of products for which penalties or exclusion may be authorized.” Purdue CIA at 19—
20; see alsd’fizer CIA at 21. Each company was required to notify the OIG within 30 days of
“determining that the Reportable Event exists.” Rer@IA at 20; Pfizer CIA at 21. In those
reports, the companies were required to provide “a complete description of the Reiovatil
including relevant facts, persons involved, and legal and Federal health care otjranties

implicated,” “a desription of [the company’s] actions taken to correct the Reportable Event,”
and “any further steps [the company] plans to take to address the ReportablenBy@etant it
from recurring.” Pfizer CIA at 2922;see alsd?urdue CIA at 20.

Similarly to HHS, Purdue’s declarant does not discuss whether the Reportable Event
summaries are commercial atlallt merely skips over this critical factor to focusthe “highly
confidential and privileged” nature of this informaticBeeWeinstein Decl{ 25(*“Becaise a
Reportable Event is the subject of highly confidential and privileged internatigatésns
undertaken at Purdue to determine the underlying facts and potential violations, puold&udes
of the event would cause Purdue commercial inj)irafooks Decl.generally. Pfizer’s

declaranstates that “[tlhe Reportable Event summary logs contain highly sensithreercial

information about the Reportable Event itself as well as Pfizer’s internal iratestigf the
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Reportable Event and any correetiactions taken.” Nowicki Decl. § 2®4ore specifically,
“[tlhe Reportable Event summarieffencontain sales and marketing tactics, analysis of
compliance with the CIA and any corrective actions takieh.Y 27 (emphasis add¢d The
import of this statement is thBfizer'ssummaries do nalwayscontain information regarding
“sales and marketing.”

The Court could speculate tHRéportable Event summariesuld reveal information
about the companies’ activities in a specific place, at a specifi¢ @imgeinvolvingspecific
activity with respect to a particular product and customer, all of which could in context be
considered ¢commercidl information Such speculation is not the Court’s job, howeS8ee
Coastal States Gas Corp. v. U.S. Daeg’Energy 617 F.2d 854, 870 (D.C. Cir. 1980 he
courts willnot speculateas to whethejthe] Exemption[] might, under some possible
congruence of circumstances not proven or even asserted be properly applied to these
documents, nor will we assume thhlitthe necessary conditions are met merely because the
agency invokes an exemption.Founding Church of Scientolog§03 F.2d at 949The
reviewing court should not be requiredsfmeculateon the precise relationship between each
exemption claim and &hcontents of the specific documept.”

Without more information about the commercial nature of the information contained in
theReportable Event summaries, the Court has insufficient information to evalustteewtine
summariegontain commercial infonationand are being properly withheld. Consequently, the
Court denies summary judgment to the plaintiff and the defendants regardaialieaged
category of withheld documents containing Reportable Event summaries.

b. Disclosure Log Summaries

The compaies were required by their CIAs to “maintain a disclosure log, which shall

include a record and summary of each disclosure received” by the companylgnoepfficer
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regarding the potential violation of “criminal, civil, or administrative la®éePurdue CIA at
16-17; Pfizer CIA at 18—19As described by Pfizer's declarahft] he Disclosure Logs contain
information regarding reports (some of which are made anonymously) by inds/tduRlizer’s
Compliance Officer (or his designee) regarding potential violations of cHinciné or
administrative laws as required by the CIA. The Disclosure Logs cauaimaries of reports
made, status of the internal review of the issue(s) raised in the reportayasatractive actions
taken in response.Nowicki Decl. J 32

The declarants for the defendants focus on the highly confidential nature of theutiscl
log summariesbut do not address the key issue of whether this category of withheld documents
contains commercial informationd. (“This information is highly confidentia); Weinstein
Decl. | 22 (“The Disclosure Log is maintained in a proprietary and highly confitlentia
database). Again, the Court will not speculat&eeCoastal States Gas Corl7 F.2cat 870;
Founding Church of Scientolog§03 F.2dat 949. Without more information about the
commercial nature of the information contained in the disclosure log summari€sutidhas
insufficient information to evaluate whether skedocumentare being properly withheld.
Consequently, the Court denies summary judgment to the plaintiff and the defendadiagega
the challenged category of withheld documents contathiedisclosure log summaries.

c. Ineligible Persons Information

Each company is required by their CIA to “ensure that all current Covered Péeens
not Ineligible Persons,” meaning that they are not “currently excludedirddpauspended, or
otherwise ineligible to participate in the Federal health care program&edénal procurement

or nonprocurement programsi’ have“been convicted of a criminal offense that falls within the

16 A “Covered Person” is defined in Purdue’s CIA to “include[]: all omsnefficers, directors and employees [of the
company]” and all contractors, not including part time employees or peoplevobited in the business operations
of the company.SeePurdue CIA at 23. The definition in Pfizer's CIA is similarSeePfizer CIA at2—3.
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ambit of 42 U.S.C. § 1320a-7(a), bufye not yet been excluded, debarred, suspended, or
otherwise declared ineligible.” Pfizer CIA at-2; Purdue CIA at 148. The companies are
required to include in their Annual Repottso key items of information relating to enforcement
of the CIAs provisions regarding Ineligible persons:“&hly changes to the process by which
[the company] fulfills” the Ineligible Persons requirement, @)dthe name, title, and
responsibilities of any person who is determined to be an Ineligible Person.” RuAdae28;
Pfizer CIA at 25.

Purdue’s declarant does not address this category of withheld documents except to sa
Purdue’s “proposed actions regarding ineligible persons|] all directlered@urdue’s
compliance with legal and regulatory requirements, and are proprietary ia.hafdeinstein
Decl.  15. Pfizer's declaraaffers a similaly generaltatementhat “[t]his information reflects
Pfizer's internal business processes and judgments made to develop and imileimehgjible
Person Management process as well as confidential information relatezettsRicreening and
removal d Ineligible Persons.” Nowicki Decl.  29.

With respect to the first item of information, whidquiresthe defendanintervenors to
notify the OIG of “any changes to the process by which [the company] fulfilletherements
of [the CIA] regarding Ieligible Persons,” Pfizer CIA at 25, Purdue CIA at 28, such
modifications to internal processae sufficiently commerciab qualify for Exemption 4
because they involvbe process by whickthe companiemake decisions about managing and
conductingtherr business operations. Such information is “instrumental” to conducting business
because such individuals mustusted and, when necessammoved from the defendant-
intervenors’ employ to allow the company to continue a significantopag businessith

federal health care programBfizer CIA at D; Purdue CIA at 18-19. Consequently,
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information concerning changes to proessegarding the screening or removal of Ineligible
Persons amounts to “commercial” information under Exemptith 4.

By contast the second item of information relating to Ineligible Persons consists only of
the “nametitle, and responsibilities of any persaho is determined to be an Ineligible Person.
Pfizer CIA at 25(Section V.B.11), Purdue CIA at 28 (Section V.B.1Zhis information is static
and does naappeato have anything to do with the ongoing creation or selling of products, nor
does this information appear to be “instrumental” to conducting commkrdeed,no
defendant declarant has provided any information revealing how such informatidrbeoul
“‘commercial.” AccordGetman 450 F.2dat 673 folding that list of names and addresses of
employees are natommercial’ information”);Comptel v. F.C.C910 F. Supp. 2d 100, 116
(D.D.C. 2012)“The FCC has not met its burden to show that names and contact information
should be exempt as confidential commercial or financial information. . . . Whileotité C
assumes corporations can have a commercial interest in the names of certainsstaff a
certainty that a corporation would have a commercial interest in the namesyobeseaf its
employees.”).Consequentlythe Court grants summary judgment to the plaintiff and orders the
release of any documisnwithheld under Exemptionkecause they contaihe “title and
responsibilities of any person who is determined to beeligible Persor’'® SeePfizer CIA
(Section V.B.11); Purdue CIA (Section V.B.12).

d. Investigations Or Legal Proceedings

The CIlAs reqgire the companies to, “[w]ithin 30 days after discovery . . . notify OIG, in

writing, of any ongoing investigation or legal proceeding . . . conducted or brought by a

Y The Courtmust still determine, agiscusgd inSectionlll.B.3.b, infra, whether these withhelibcumentsire
“privileged or confidential” for application of Exemption 4.

8 The plaintiff has made clear thaistnot seeking “names;mail addresses, telephone numbers, or signatures of
individuals named in withheld documents.” Pl.’s Mem. aARy such personally identifiable information may be
redacted from released documents.
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governmental entity or its agents involving an allegation that [the compasgbmmitied a
crime or has engaged in fraudulent activities.” Purdue CIA &b&étion III.G; see alsd’fizer
CIA at 21(Section IIl.G. The*“natification shall include a description of the allegation, the
identity of the investigating or prosecuting agency, and the status of such iatvestay legal
proceeding.”Purdue CIA at 19Section 11.G) see alsd’fizer CIA at 21 (Section I11.G)
Additionally, the companies are to “provide written notice to OIG within 30 dags thi
resolution of the matter, and shall provide OIG with a description of the findings asslitis
of the investigation or proceedings, if any.” Purdue CIA at&8;alsdfizer CIA at 21

Thereporting requirement fanvestigatory or leggbroceedings consisof three pagt
(1) the description of the allegation; (2) the identity of the agency conducting tstigation;
and (3) the status of the investigation or proceedirige defendantsleclarants do naxpressly
address theommerciahature ofanypart of this category of withheld documents. Instead,
Purdue’s declarant stresses thattfdic disclosure of this information, which includes non-
public legal and/or regulatory actions, such as with a Reportable Event, woaldlgdrave
negative commercial consequences for PurdiféeinsteinDecl. | 26 Similarly, Pfizer's
declaranstates thatrelease of such information would cause Pfizer competitive harm and could
be useful to fzer's adversaries in current litigation Nowicki  28.

The legal proceeding$escribed in this category of withheld document pertain to
allegations of the company'’s criminal or fraudulent conduct. Although the defendants do not
expressly say scomma sensg dictates thatuchallegationsabout the company itself relate to
the conduct of employees and/or policies and practices of management in the operagion of th
companies’ businessd thereby implicate the companies’ “commercial interestgliile the

support for this conclusion in the declarations from the defendant and defendant-intas/enors
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thin, the definition of the reporting requirement in the CIAs provides sufficienexofur the
Court to reach this conclusioifherefore, tk first part of the reporting requirement regarding a
description of the allegatias “commercidl under Exemption 4.

The other twgartsof this reporting requirementowever—the identity of the agency
conducting the investigation and the status of the tigagn—do not appear to be
“‘commercial; and nothing in the declarations is provided to assist the Court is reaghjing
other conclusion. The identify of an outside agency conducting an investigatidhat
investigation’s status (e.g., closed, ongoing, active, stayed, dormant, etd)negidtanding
alone, reveal any information about the business operations or other comméxsisdsacf the
defendant-intervenors. While the defendam¢rvenors’ declarants indicate that release of the
broad category of information would cause competitive harbe of some use toddversaries
in current litigation, Nowicki Decl. § 28 the basis for these assertions is unexplainétile
the Court appreciates that revealing the existence of an investigationf, #nestatus is closed,
may be embarrassing or harmful to the reputation of a comganigw is wellsettled that this
potential consequence of a disclosure does not convert the information into “confnuecheal
Exemption 4. The D.C. Circuit madasipoint clearly inUnited Techologies There, defense
contractors sought to use Exemption 4 to shield the release of informatioeagoaund that
they would suffer competitive harm becautieefr competitors will use the documetas
discredit them in theyes of current and potential customensd their ‘feputation will suffer as
a result.”United Technologie$01 F.3d at 563. The colntuntly rejected this argument, stating
“Exemption 4 does not protect against this species of hamdfurther explaining that
“[c] alling customersattention to unfavorable agency evaluations or unfavorable press does not

amount to andffirmativeuse of proprietary information by competitorsld. at 563—64.In
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short, “Exemption 4 does not guard against mere embarrassment in theplaaeket
reputational injury Id. at 564;see alsoOccidental Petroleum Corp. v. SE&73 F.2d 325, 341
(D.C. Cir. 1989) (holding tha submitter’s fight to an exemption, if any, depends upon the
competitive significance of whatever information may betained in the documents, not upon
whether its motive is to avoid embarrassing publigit¢NA Fin Corp. v. Donovand30 F.2d
1132, 1154 (D.C. Cir. 1987) (noting thatblic embarrassment to a corporati@eshot warrant
withholding material undelExemption 4).

The identities of the agencies conducting the investigations and the statuof thos
investigations are not “commercial” for Exemption 4 purpo3dsereforethe Court grants
summary judgment to the plaintdhd orders the release of any documents withheld because
they contairthe identity of the agency conducting the investigation and the status of the
investigation or proceeding.

e. Company Communications with FDA About Off-Label Promotions

The ClAsrequireeach companto provide copies ofommunicatios from the FDA that
“substantively discuss . . . unlawful or improper promotion of [the company’s] products or the
misbranding of [the company’s] products.” Purdue CIA ats2@Pfizer CIA at 22 Nowicki
Decl. T 30(clarifying that this provision of Pfizes CIA islimited to “unlawful or improper
promotion of [the company’s] products,” and does not include “misbranding”). Although the
defendantsdeclarantssay nothing about the commercial nature of these communicaais,
the Court may rely on the definition in the CIA to determine that the subject matter of the
communicationgxpressly relates to prwtion of the compaes’ products Since this category
of withheld documentpertains to the marketing asdle of the companies’ products, the Court

finds that tlese dcuments arécommercial” within the meaning of Exemption 4.
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f. Pfizer's OftLabel Findings And Detailing Sessions

Pfizer, and not Purdue, was required to “provide to OIG a list and explanation of all
actively promoted Pfizer products and, if available from third parties, infammabout the
estimated relative usage . . . of those potsl for offlabel purposes.” Pfizer CIA at 22.
Furthermore, in each Annual Report, “Pfizer shall obtain commerciallyadaihonPfizer
records reflecting the purported content and subject matter of detailirgciitas between sales
representativeand [health care providers] for the Covered Produdts.”After obtaining these
third party records, “Pfizer shall review the records . . . and shall idengfinatances in which
the records appear to indicate that Covered Person may have discussed andinratksse
information about off-label uses of the Covered Produdts.at 23. “Pfizer shall make findings
based on its review . . . and shall take any responsive action it deems necddsd?fiZer was
required to provide these underlying documents and findings as part of its Annual Reépor

Pfizer's declarant explairthat the details it providds the OIG about its “Review of
Detailing Sessions . . . includes detailed information regarding Pfizezimattreview and
monitoring ofsales representative activities that are designed to ensure compliance with FDA
promotional and other legal requirements.” Nowicki Decl. 1 B3s declarant further states
that thisinformation also describes “the manner in which Pfizer addressesigloteriations of
Company policies and proceduresd. The description of the subject matter of this category of
challenged, withheld documensssufficiently specific talemonstrat¢hatthesedocuments
pertainto sales representative activitiagdreflect activities'instrumental” toPfizer’s
commerdal operationdecause compliance with FDA regulations is required for Pfizer to sell its
products. Therefore, the Court finds that the category of withheld documents reddizin'g

off-label findings anddetailing sessions are “commercial”’ furposes of Exemption Four.
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g. Independent Review Organization Reports
The CIAs require &h company to engage an IRQé¢wiew is transactions, systems,
and compliance activitiesSeePurdue CIA at 14; PfizeClA at14. The IROsrerequired to
provide the companies with detailed reports regarding the IRO’s findings and),ithéur
companiesre requiredo provide summaries and assessments of changes made as a result of the
IRO findings. SeePurdue CIA ail5; Pfizer CIA at 16—18Pfizer’s declarant explains that the
IRO’s role “is to make an independent evaluation of Pfizer's ‘Promotional and Product Related

Functions.” Nowicki Decl. § 21 In performing this taskthe IRO reports contain detailed
information about Pfizer's “managed care contracting process,” policies and prexéciating
to responses to financial programs” and “policies and procedures relatisgponoses for
medical information requestsDef.’s Mem. at 18. Pfizer’'s declaranturther describes the
contents of the IRO reporéscontairing information “related to Pfizer’s internal structure and
operations, how the company interacts with [health care providers] and the noedicalinity,
and Pfizer’s policies governing the selling, detailing, marketing, adweyt promoting and
branding of . . . all Pfizer human pharmaceutical products.” Nowicki Decl. { 22. Rurdue
declarant states thtte IRO report contains “an extensive, probing review of Purdue’s
confidential business sysbs and policies, as well as selected samples of individual
transactions.” Weinstein Decl. § 20. These reports contain such informatioricentitg of
customers and the underlying business practices that gave rise to the nee@dtive@ction.
Id.

This description of the information contained in the IRO reports is suffigidathiled to
leave the Court no doubt that these documents include extensive information about the

defendanintervenors’ marketing and sales programs and contracting procasdes

consequentlyare commercialinder Exemption 4.

35



h. 2009 Purdue Supplement

The plaintiffchallenges the withholding of the 2009 Purdue Supplement, which it
describes athe“transmittal memorandum and supplement to Purdue’s first annual compliance
report.” Pl.’'s Mem. at 26. According to the plainttifs “cover memorandum” to OIG was
produced only in heavily redacted ford. The Purdu&/aughnindex states that the “viiheld
portions of the document [under Exemption 4] contain information regarding Purdue’s
promotional monitoring program and other confidential and proprietary policies and
procedures.” Purdugaughnindex No. 22. A promotional monitoring progrdatls within the
scope of commerciahformationunder Exemption 4 because it pertains directly to the methods
by which Purdue sells its products.

Yet, the vague referenae the Purdu&/aughnindexto “other confidential and
proprietary policies” is insufficient tallow the Court to determine whether those portions of the
document are commercial under Exemption 4. PuvGuehnindex No. 22. Thus, to the extent
that the2009 Purdue Supplemepriains to its promotional monitoring program, the Court finds
that it is “commercial” within the meaning of Exemption@iven the paucity of information
provided in the declarations and Purd@ighnindex about the other portions of the document,
however, i is impossibldor the Courto determine whether the entatlecument contains
commerciainformation and whethanynon-commerciainformationcan be segregated from
the commercial information. Herefore, the Court denies summary judgment tpaaties
pertaining to the “other confidential and prgpary policies”as to the segregable parts of the

2009 Purdue Supplement.
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In sum, the following categories, or sub-parts of categories, of challengkheld
documents are not “commerciaand the Court grants summary judgment @ plaintiff with
respect the portions of the Annual Reports that require the defendant-intervenorsttomre{dgr
the“name title, and responsibilities of any person determined to be an Ineligible Person,”
pursuant to the Purdue CIA 88 Ill.F and V.B.12, and®heer CIA88III.F andV.B.11; and (2)
the identity of the agency conducting, and status of, an investigation or proceedingnptas
thePurdue CIA 88 Ill.G and V.B.13&ndthe Pfizer CIA88IIl.G and V.B.15.

Due to the insufficiency of the declarations &alighnindices, the Court is unable to
assess for the following categories, or palots of categorie®f challenged, withheld documents
whether the subject matter is “commercial” for the purpose of Exemption 4:efbytable
Eventsummaries, submittgoursuant to 88 Ill.H and V.B.9 of the Purdue CIA, andIgB and
V.B.12 of the Pfizer CIA (2) disclosure log summaries, submitpeasuant tahe 88 Ill.E and
V.B.10 of thePurdue CIA and 88 Ill.E and/.B.14 of thePfizer CIA; and (3) references to
“other confidential and proprietary policies” in the 2009 Purdue Suppleni@itCourt will
give the defendant and defendamtervenors the opportunity to supplement their declarations
and/orVaughnindices to sustain their burden of showing the commercial nature of these
documents or, alternatively, to release th&ee Comptel v. FC@o. 06-1718, 2013 WL
2171793, at *7 (D.D.C. May 20, 2013) (after denying summary judgment without prejudice to
give agency opportunity to file supplemental information, court reviewed amendechtienka
andVaughnindex, stressing that agency “has the burden to show that the information redacted is
commercial or financial, in addition to demonstrating that it idaioed from a person and is

privileged or confidentid).
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The Court has been able to conclude, based upon the context and the CIAs’ definitions, in
conjunction with the declarations aWdughnindices, that the following categories, or qdrts
of categries, of challenged, withheld documents are “commercial” for the purposes of
Exemption 4: (1) changes to the processes by which the companies fulfill tgébladbersons
requirement in Section Ill.F of the Purdue and Pfizer CIAs; (2) the desarigitihe allegations
subject to investigations or legal proceedings required to be included in the AnpaeakRe
pursuant to 8I1.G of the Purdue and Pfizer CIAs; (3) company communications with the FDA
regarding offlabel promotions required to be included in the Annual Reports, pursuatt.to 8
of the Purdue and Pfiz€lAs; (4) Pfizer's offlabel findings and detailing sessions required to
be included in the Annual Reports, pursuant to 88 Ill.J and V.B.17 of the Pfizer CIA; (5) IRO
reports required to be included in the Annual Reports, pursuant to 88 11l.D and V.B.5-8 of the
PurdueCIA, and 88I1I.D and V.B.6-9 of the Pfizer CIA; and (6) the portions of the 2009 Purdue
Supplement addressing Purdue’s promotional monitoring progfémm.Court next examines the
sufficiency of the showing that these commercial documents are confidentiatrant
application of Exemption 4.

3. Sufficiency of Showingrhat Commercial Documents Ar€onfidential

A “commercial’”documenimayonly be withheld under Exemptionifdt is

“privileged”*® or “confidential.” 5 U.S.C. § 552(b)(4). A two prong tisstisecto determine

19 pfizer argues that all of thehallenged documents faunder the “seHevaluation and selfritical reports”
privilegefor Exemption 4 purposesPfizer Mem. at 22. The Court is not persuaded by Pfizer’s tortured resdding
Circuit precedent. Pfizer cites only a single, unpublished district cowrfroas this Circuit to support its
proposition that “courts have long recognized” a-sghiluative privilege.ld. (citing Washington Post Co. v. Dep't
of Justice Civil Action No. 843581, 1987 U.S. Dist. LEXIS 14936, at *21 (D.D.C. Sept. 25, 1987)). AsrPfiz
points out, that case was reversed on other groudels.WasHhPost Co. v. Dep't of Justic863 F.2d 96, 99 (D.C.
Cir. 1988). Indeed, in remanding that caee consideration ofhe applicability ofa FOIA exemptiorother than
Exemption 4, the D.CCircuit courtreserved judgment as to whether Exemption 4 encompassesuaatitive
privilege Id. (“We will decide the exemption (4) question” if “the report [at issuepisshielded under exemption
(7)(B)"). Notably, the D.C. Circuihasrejeced the use of the “sefvaluative privilege in the context of private
litigation . . . where.. the documents in question have been sought by a governmental aga@r€y,” TRW, Ing.
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whether information involuntarily submitted to a Federal agentgorfidential” for FOIA
purposes. Commercial or financial matter is ‘confidentiddr purposes of the exemption if
disclosure of the information is likely to have either of the following effétsto impair the
Government’s ability to obtain necessary information in the future; or (2) to cslostaustial
harm to the competitive position of the person from whom the information was obtaleti.”
Parks and Conserv. Ass’n v. Mortat98 F.2d 765, 770 (D.C. Cir. 1974 National Park$); see
also B.d of Trade v. Commodity Futures Trading C&#7 F.2d 392, 404 (D.C. Cir. 198%s
discussed below, the Cowtamines the sufficiency of tlelowing by the defendant and
defendant-intervenotat the release of the withheld commercial documents would either
“impair the Government’s ability to obtain necessary information in theefitk, or “cause

substantial harm to the competitive position” of Pfizer or Puf8ue.

628F.2d 207, 210 (D.C. Cir. 198@nd hasautioned that “federal cosrshould not create evidentiary privileges
lightly . . . and we would unlikely fashion a privilege lacking in histrir statutory basis, First E. Corp. v.
Mainwaring, 21 F.3d 465, 467 n.1 (D.C. Cir. 1994) (internal quotation marks omitéedhis Court noteih
Mahnke v. Washington Metropolitan Area Transit Authotftg “selfevaluative” privilege is “rarely recognized”
and “[c]ourts are ‘reluctant to expand [the privilege] beyond casesving public health or safety.” 821 F. Supp.
2d 125, 150 n.16 (D.D.C. 2011) (citations omittfad)erations in the original] No case from any federal court has
been cited by the parties in which the “selaluative privilege” was successfully used to justify the withingldif
documents under Exeation 4. The Court declines to extend whatevereedfluative privilege may exist in the
civil discovery context tehield from disclosure under Exemption 4 reports involuntarily providedgovernment
agencyand, thus, only considers whether the commaé documents withheld in this case are also confidential.
2The bar is lower for withholding confidential informatiealuntarily provided to the Governmentoluntarily
submitted informatiomeed only be “of a kind that would customarily not be reldds the public by the person
from whom it was obtained” to be withhedd confidential Critical Mass 975 F.2d at 87.8While HHS and
Purdue, whichoinedHHS’ arguments, concede that the companies’ sudioms to OIG were involuntarfizer
contendghat because it entered into its CIA with HHS voluntarily, the informatouired by the CIA was also
produced voluntarily.SeePfizer Mem. at 1617. Pfizer's argument is contrary to the law of this Circuit. “For
purposes of Exemption 4, information provided to the government becauseyitiredefor participation in a
voluntary government program is treated as a mandatory, as opposed taayosutmission of information.”
Judicial Watch, Inc. v. U.S. Dep'’t of the Treasut96 F. Supp. 2d 135 n.8 (D.D.C. 2011%ee also Ctr. for Auto
Safety v. Nat'l kghwayTraffic Safety Admin244 F.3d 144, 149 (D.C. Cir. 2001) (holdthgt when an agendyas
“actual legal authority” to compel production of information, such prodiudsi not voluntary for the purposes of
the FOIA);Pub. Citizen Health Research @rv. F.D.A, 964 F. Supp. 413, 414 n.1 (D.D.C. 1997) (“Information is
submitted involuntarily, however, if it is supplied pursuant to statutejatgn or some less formal mandate.”).
Pfizerdoes not dispute that the documents at issue were “submitted to the &@i&idance with the terms of the
2004CIA." Pfizer Mem.16. As such, the information was submitted involuntarily because isulamitted
“pursuant to statute, regulation, or sokeses formal mandate.Pub. Health Research Grp964 F. Supp. at 414 n.1.
Therefore, the Court will apply the more stringent confidentiality stahédpplicable to involuntarily submitted
documents recognized Mational ParksandCritical Mass
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a. The Government’s Ability to Obtain Necessary Information

The defendardrgueghat the release of the Wield documents would harm the
government’s interest in two ways. “First, health care providers curnemtlgr CIAs would be
reluctant to provide complete informatiomjting as an example that “providers may hesitate to
fully explain the circumstances or submit their full investigative repotteif are concerned
that the public may have access to that information [regarding instancesibigos
noncompliance].”Def.’'s Mem. at 26. “Second, the OIG’s inability to prevent the disclosure of
confidential proprietary information would severely impair [HHS’s] abilityhegotiate
meaningful CIAs in the futuré Id. Neither argument is persuasive.

First,the Court is sleptical of thedefendant’s contention that release of the withheld
commercial information could jeopardize the government’s ability to obtainrfdltamplete
reporting as required under tB#As. The court irCritical Masswas $milarly skepticalabout
impairment of the government’s ability to obtain information when the submiss®negaired.
Critical Mass 975 F.2d at 878 because the concessioners [were] required to provide this
financial information . . . there is presumably no danger that theclikclosure will impair the
ability of the Government to obtain this information in the futufalteration in original)
Instead, the D.C. Circuéxplained that théocus is on the risk that disclosure may adversely
affectthe “continued reliability” of'quality” of the information obtaineldy the governmennot
its availability. 1d.

With respecto the “quality” of the submissions, the government is wedkected by the
penalty terms of the CIA®r breaches of the reporting requirementhe TIAs contain
extensive monetary and injunctive penalties for violations of the agreement, mgobxdiusion
from federal health care programs, thecatied “death penalty.’'SeePurdue CIA at 32-38;

Pfizer CIA at 36-36. For instance, if Pfizer were to fail “to report a Reportable Event and take
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corrective action, as required in Section Ill.H,” Pfizer could be consideredt@niaidreach of
the agreement. Pfizer CIA at 33 (Section X.D.17Hye parties agree that a material breach of
the CIA by Pfizer constitutes an independent basis for Pfizer's exclusionpirticipation in
the federal health care programsd. at 34 (Section X.D.2). Other failures to adhere fully to the
CIA can lead to substantial monetggnalties.SeePfizer CIA at 3+32 (Section X.A); Purdue
CIA at 32-33 (Section X.A). Thus, the defendant has a variety of methods by which to
guarantee the continuedmpleteness and accuracy of thports submitted by these and other
companiesubject taCIAs.

The defendant’s second argument about future trouble negotiisgs similarly
unavailing and largely for the same reason: namely, that the alternative to full cooephath
the CIAs is a potentially draconian penali@lAs are entered into as part of “the resolution of
civil and adminstrative health care fraud cases.” Demske Decl. 1 2. The incentive to enter into
such an agreementtisat“the OIG agres not to seek an exclusion of that entity from
participation in Federal health care programisl” Exclusion from Federal health care programs
is such a severe penalty that it is known in the healthcare industry as “a corpathte d
sentence.” Kesselheim Oe§ 9. Itstrains credulity to believe that the specter of potential
disclosure under the FOI#f certaininformation requird to be submitted to the agency pursuant
to a CIA’s requirements would lead a pharmaceutical compaalydose instead thresk of
exclusion from federal drug reimbursemprmigrams Indeed, “nearly every” Department of
Justice investigations into the Bgof behavior that led to Pfizer and Purdue’s original CIAs

“has resulted in a settlement with the defendant pharmaceutical manufacturer, with
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manufacturers choosing not to risk a finding of guilt at trial and exclusion fngiegéeng in
federal health prgrams.” Id.*

Purdue’s declarargeeks to bolsteahe defendant’s impairmeatgumenby stating that
“It was critical to Purdue during negotiation of the CIA with OIG that the matd?iaidue
would submit to OIG would be kept confidential and not subject to disclosure under FOIA.”
Supplemental Declaration of Bert Weinstein, Vixesident of Corporate Compliance, Purdue
Pharma(“Weinstein Supl. Decl.”) 1 2 ECF No. 29-1. This is belied logherlanguage
included in the CIA, however, whiaghakes cleathat submittednformationmay be subject to
disclosure under the FOIA. While the CIA permits Purdueltarly identify any portions of its
submissions that it believes are trade secrets, or information that is commeioiahoiaf and
privileged or confidential, and therefore potentially exempt from disclosure theléreedom
of Information Act,” Purdue CIA at 30, the final determination must be left up to theyagenc
Seeb U.S.C. § 552(a)ln any eventmerely because it wasiportant to Purdu&hat the
materials Purdue would submit to OIG” be shielded from disclosure is not the saaynas
Purdue would not have signed the CIA without such assurances. Purdue, notably, never makes

such an argument, nor does the defendant agency.

% The defendant briefly cites two casesifsmposition that the first prong of ti¥ational Parkstest is met and

release of the documents would impair the government’s ability to setAsenh companies in the futurbut

neither case is persuasivéhe context injudicial Watch, Inc. v. Expotmport Bank 108 F. Supp. 2d 19 (D.D.C.
2000), differs materially from the instant case.Judicial Watchthe Exporimport Bank established thiit

disclosure of the withheld records at issue were requinedBank’s function of providing insurance would be
underminetiand its ability“to fulfill its statutory purposetivould be impaired.d. at 29-30. The defendant here
nowhere claims that disclosure would have such dire resuilbspasring its ability to carry out its statutory purpase
The other case cited by the defendant is likewise inappositdersih and Hersh v. United States Department of
Health and Human ServiceMo. C 064234, 2008 WL 901539 (N.D. Cal. Mar. 31, 2008), the court deféoréud
agency’s assertion about impairment of the government interest, aspragragie since, unlike in the instant case,
that assertion was not substantively challendddat *7 (“Plaintiff, moreover, presents no adequate grounds to hold
otherwise’ noting that theplaintiff's only argumentvas that certain information submitted under the CIA had been
temporarily, inadvertently disclosed and the erroneous libhéthe CIA report at issuead been publiclfiled

with the SEC).
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The defendant concernaboutits ability to negotiate future ClAss, at mostminor,
since the enticement for companies to enter into ClAavéad the “corporate death sentence”
will continuing tobe compelling. “A minor impairment cannot overcome the disclosure ragand
of FOIA.” Wash. Post Co. v. U.S. Dep’t of Health and Human S&96.F.2d 252, 269 (D.C.
Cir. 1982). Therefore, the Court finds that the defendant has not shown how the release of the
withheld documents will “impair the Government’s ability to abtaecessary information in the
future.” National Parks498 F.2d at 770.

b. Competitive Harm

The Courtnext examinethe second prong of thidational Parkgest: whether thagency
has sufficiently shown thaelease of the withheld information is likely*wause substantial
harm to the competitive position of the person from whom the information was obtaidedt”
770 see alsd”ub. Citizen Health Research Grp.FDA, 704 F.2d at 1290-91 (D.C. Cir. 1983)
McDonnell Douglas Corp. v. U.Bep't of Air Force 375 F.3d 1182, 1187 (D.C. Cir. 2004)
(party invoking Exemption 4 is not required “to prove disclosure certainly would dause i
substantial competitive harm, but only that disclosure wdiklely’ do sd). Not all harm to the
information providequalifies as “competitive harm.As noted, thd.C. Circuit has made clear
that,“[ i]n this inquiry, it is simply irrelevant thattonfidential treatment of the documents would
avoid disclosure of information “that might be damaging to [the provider’s] reputation.”
Occidental Petroleum Corp873 F.2dat 341 (D.C. Cir. 1989). To qualify as “substantial
competitive harm,” the harm must be “limited to harm flowing from the affirmative use of
proprietary informatiorby competitors Pub. Citizen Health Research Grg04 F.2d at 1291

& n.30 (emphasis in the originafy.

% The defendant spills a great deal of ink on the argument that “when a compaity finvesind other resources
into developing policies and procedures, among other things, tHefaedlcompetitive harm if those products are
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Based upon the Court’s foregoiagalysis the followingchallengedecords are
“‘commercial” and must meet this second prong ofNhgonal Parkstest to be appropriately
withheldunder Exemption 4: (1) changes to the processes by which the intervenor-defendants
fulfill the Ineligible Persons requirement; (2) the description of the allegasiobject to
investigations or legal proceedings; (3) company communications with theégasding off
labelpromotions; (4) Pfizer’s offabel indings and detailing sessiqr{8) IRO reports; and (6)
the portions of the 2009 Purdue Supplement addressing Purdue’s promotional monitoring
program. Ech of these categories of commercial documents is examined below to evauate th
sufficiency of the showing that disclosure would casidestantial competitivearmto the
defendant-intervenors.

In reviewing the sufficiency of the declarations &falighnindices, the Court is mindful
that merely conclusory statements about competitive harm, even if repeatedusutimees, are
not sufficient. SeePub. Citizen Health Research Gy 04 F.2cat 1290-1291 (“Conclusory and
generalized allegations of substantial competitive harm, of course, are uabtecapd cannot
support an agency's decision to withhold requested documefitscigental 873 F.2d at 342
(requiring more thatconclusory stateméentegarding substantial competitive harmjash
Post C0.690 F.2dat 269 (D.C. Cir. 1982) (“[T]he government produced nmlerce except a
conclusory affidavit by the HHS director of personnel policy. Thus, the governngenbhget

established its Exemption 4 claiin.Mead Data Cent., Inc. v. U.S. Dep'’t of Air Foré&66 F.2d

released to the public.Def.’s Reply at 15alterations in original omitted)The level of resource expenditures may
be relevant to evaluating the proprietary nature of information, butdtisecessarily a measure of competitive
harm for purposes of Exemption 4. Rather, it ispteespect of the affirmative use of the disclosed information by
competitors that makes release of the information competitively har®éd Pub. Citizen Health Research Grp
704 F.2d at 1291. The defendant’'s argument is a virtuasequitur in thisase, because the primary argument
raised by the plaintiff is not about the level of resource expenditures orehtion of the withheld records, but
rather that release of these records would not constitute competitive harrsebbegucould not be use
affirmatively by the defendasibtervenors’ competitorsSeePl.’s Reply at 12. Furthermore, to the extent the
plaintiff “ignore[d]” the resource expenditure defense to disclosure, as the defendant cdbédrxiReply atl5,

this does not amount t@oncession’since the level of expenditures is irrelevant.
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242, 258 (D.C. Cir. 1977) (“An agency canno¢et its statutory burden of justification by
conclusory allegations of possible harmCpmpte] 910 F. Supp. 2dt117 (“[Clonclusory
assertions, without any additional description of the contents of the redacted tidorona

reasons for non-disclosure, are insufficient to show that Exemption 4 was applppriate
invoked?); Biles v.U.S. Dep’t of Health and Human Serudo. 11-1997, 2013 WL 1154207, at

*9 (“[Clonclusory claims of commercial harm . . . are therefore insuffic@etablish HHS’

burden of proof”). Even with deference given to agency declarations, “deference does not mean
blind acceptancé. Mudge Rose Guthrie Alexander & Ferdon v. U.S. Int'| Trade @um846

F.2d 1527, 1532 (D.C. Cir. 1988).

First, © support the contention that disclosureh&f thanges implemented by the
defendant-intervenoffer screening andemovinglineligible Personsvould caussubstantial
competitive harmPfizer's declarant explains that fiis information reflects Pfizer’s internal
business processes and judgments made to develop and implement the Ineliggnle Per
Management process . .” Nowicki Decl.§ 29 Purdue’s declarant mentions only thie't
determination, screening and training of relevant covered persons/vendord,asiisel
proposed actions regarding ineligible persons, all directly relate to Psirchrapliance with
legal and regulatory requirements, and are proprietary in natweifistein Decl{ 15. These
process changes reflect the companies’ views of effective ways in whHeinebout Ineligible
Persons, in the context of the companies’ particular organizational structure eattbope
Although the declarations provide only slim support, the Court finds that disclosure®f the
process changes may risk competitive harmelgaling confidential information about the
companies’ broader structure and operations in which the changes to IneligdgesR@ocesses

are implementedSee United Tectologies 601 F.3d at 564 (finding proprietary manufacturing
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and quality control processes were subject to withholding under Exemption 4 simmz “[0]
disclosed, competitors could, it appears, use the information to improve their own mamgac
and quality control systems, thus making ‘affirmative use of proprietary infamhaganst

which Exemption 4 is meant to gudjd. Consequently, the Court grants summary judgment to
the defendant and defemnatintervenors as to the withholding under Exemption 4 of documents
reflecting“changes in process” pertaining to Ineligible Persons.

Second, regarding the likely competitive harm posed by disclosure of documents
containing the description of the allegations subject to investigations or legakgdingsthe
defendant and defendant-intervenors have not provided a sufficient stiowirgjain summary
judgment. Pfizer's declarant states only that “the summary information that 8dilamits to
OIG is highly sensitive, confidential information that Pfizer does not publiachasel.” Nowicki
Decl. 1 28.This conclusory statemesaysnothing abouhow the revelation of these
description®f allegationsnow dating back to at least several years agold be used by
competitors affirmativelyo harm Pfizer. Purdue’s declarant does no better by stating “[p]ublic
disclosure of this information, which includes non-public legal and/or regulatory aciartsas
with a Reportable Event, would certainly have negative commercial consequaneasdue.”
Weinstein Decl. § 26. This is a conclusory statement that, again, does nothing tohshmw w
how competitors will be able to use this informataffirmatively caus¢o harm to PurdueAs
noted,Exemption Four does not shield embarrassing information or information that may cause
reputational harm, but only information that can be affirmatively used by a atonp&ee CNA
Fin. Corp. v. Donovan830 F.2d at 1154 & n.158uh. Citizen Health Research Gi¥04 F.2d

at1291 n.30. Therefore, the Court denies summary judgment to all parties regarding the
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descriptions of allegations contained in sienmaries of legal and investigatory inquiries
provided by thalefendanintervenors in their Annual Reports.

Third, the defendanintervenors’ communications with the FDA regarding laffel
marketing are aelst partially noitonfidential. Pfizer's declarantnakes this clear when he
states thatPfizer's communications with the FDA ausuallyconfidential commercial
information that Pfizer maintains under strict confidentialitiddwicki Decl. § 3Qemphats
supplied). This statement implicitly acknowledges that these communications aaévayts
strictly confidential, which is further confirmed by the declarant’s statéthatsome
communications, such as Warning Letters from the FDA, are publichabiaild. Purdue’s
declaransaysnothing to address this category of recomdgither thevaughnindicesnor the
declarationgprovidesufficient specificityfor the Court to determine which documentay
contain confidential commercial information and which do not. Therefore, summarggutig
as tothe company communications with the Fiall be denied to all parties.

Fourth, Pfizer's offlabel findingsanddetailing sessions are theurkiestof thewithheld
recordsrequested bthe plaintiff. Pfizer’'s declarant does little to shed light on what the
detailingsessions are, how they are conducted, and from where the records are dzived.
merely statethat the information “is highly confidential and includes detailed information
regarding Pfer’s internal review and monitoring of sales representative activitiesrieiiher
Pfizer nor the defendant has explained how Pfizer obtains the underlying documehtston w
these analyses are bas&keNowicki Decl. I 33.Nevertheless, since thefddbel findings by
Pfizer reflect the company’s “findings” abt its own sales forcectivities, the potential risk of

competitive harm from disclosure of what those activities are is pldiarefore, as to Pfizer’s
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off-label findings, the Court grants summary judgment to the defendant and defendant-
intervenors.

Thedocuments reflecting “detailing sessions” are more difficult, particutavign the
lack ofinformation provided to the Court about the precise nature of these docuifieaGIA
requiresPfizer to obtain “commercially available nétizer records” to conduct its review.
Pfizer CIA at 22.If thesedetailing sessiodocumentsare commercially available from third
parties, itis unclear what the basis is at all for Pfizer's assertion dfdstiality. In any event,
the level of specificity pvided as to the nature of thetdilingsession documents is too
minimal to demonstrate, as is the agency’s burden, that the release of thisiimmionvould
cause competitive harm. Therefore, stemyrjudgments deniedo all partiesas tothe
documentgontaining detailing sessions

Fifth, the IRO Reportpresent'an extensive, probing review of Purdue’s confidential
business systems and policies, as well as selected samples of individaatimass'\Weinstein
1 2Q and“Pfizer’s internal structure and operations, how the company interacts @Rs End
the medical community, and Pfizer’s policies governing the selling, detailingetima,
advertising, promoting and branding of GoveemhReimbursed Projects, meaning all Pfizer
human pharmaceutical products promoted or sold by Pfizer in the United States that are
reimbursable by Federal health care programsyiicki Decl.{ 22 These details make clear
that competitive harm would result from thdisclosure. For instance, Purdue’s declarant states
thatthe reports contain “selected samples of individual transactions . . . whiclontainc
private patient information as well as . . . the identity of Healthcare Parfiessiwho are
customers.” Weinstein § 20. It is thus obvious that the release of such information would be

akin to releasing customer lists which could easily be used affirmativelgrbgetitors to harm
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Purdue. Similarly, a competitor could certainly use internaildedf the sale and marketing of
Pfizer's products against it a number of ways, such as setting prices, cwnipead space, or
identifying areas of strength or weakness. Therefore, the Court finds tratatibn pertaining
to the IRO Reports, responses, and corrective actaien in response to the IRO Repavese
properly withheld under Exemption 4, andranary judgmenis grantedo the defendant and
defendant-intervenors on this category of information.

Finally, Purdue’s declarant makes only a single conclusory statement labqaténtial
competitive harm that could be caused by the release 800%Purdue Supplemestatingthat
the promotional monitoring program “is considered proprietary and highly confidemhat, it
would be detrimental to Purdue if these documents were publicly disclodésiristein Decl.
29. Thesenineteen words providenly slim support for a finding that competitive harm is likely
to result from revelation of this promotional monitorprggram Neverthelessthe subject
matter plainly relates to core aspects of the company’s marketinglaaa#arts and, thus, how
Purdue conducts those activities in compliance with applicable regulations anSiaviar to
the changes business processes that the dedendntervenors use to fulfill the Ineligible
Persons requirement, disclosure of how Purdue has continued to perfect its promotional
monitoring program could be put tffiemative use by its competitors, thus making it
confidential under the terms of Exemptié. Thereforesummary judgmernis grantedo the
defendant and defendant-intervenors on the withholding of Purdue’s promotional monitoring

program information contained in the 2009 Purdue Supplement.
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In sum, of the six categories, or sub-parts of categories, found to contain caahmerci
matter, the Court concludes that there is sufficient support for finding thatlheihg withheld
documents are also confidential: hlanges to the processes byaththe companies fulfill the
Ineligible Persons requirement8ll.F of the Purdue and Pfizer CIAs; (2) Pfizer's-tdbel
findings required to be included in the Annual Reports, pursuant to 88 111.J and V.B.17 of the
Pfizer CIA; (3) IRO reports requirgd be included in the Annual Reports, pursuant tdig3
and V.B.5-8 of the Purdue CIA a8 111.D and V.B.69 of the Pfizer ClAand (4 the portions
of the 2009 Purdue Supplement addressing Purdue’s promotional monitoring program.
Therefore, this iformation was properly withheld under Exemption 4, and summary judgment is
granted to the defendant and defendatgrvenors as to theslmcuments.Thedeclarations and
Vaughnindices submitted to support the withholding of the remaining commercial @éotsim
are insufficient for the Court to assess whether the documents waaorafindential treatment and
qualify for withholding under Exemption 4. Thus, summary judgment is denied to alkpartie
with respect to the following documenntaining commercial mattefl) the description of the
allegations subject to investigations or legal proceedings required to be includedim tizd
Reports, pursuant to 8 III.G of the Purdue and Pfizer Q3s;ompany communications with
the FDA re@rding offlabel promotions required to be included in the Annual Reports, pursuant
to §lll.I of the Purdue and Pfizer CIAs; and Blizer’s detailing sessions required to be
included in the Annual Reports, pursuant tdIg8 and V.B.17 of the Pfizerl&. As to these
documents, the defendant and defendant-intervenors may submit supplementalateclarat
and/orVaughnindices demonstrating that disclosure of the withheld documents would likely

cause competitive harm or, alternatively, release the witltzeuments.
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Finally, any supplemental support for continued withholding of any of the challenged
documents must also address whether any reasonably segregable portions af dattinelents
have been released, keeping in mind thatagency cannot jstify withholding an entire
document simply by showing that it contains some exempt matetiéddge v. FB| 703 F.3d
575, 582 (D.C. Cir. 2013) (quotirgtolt-Nielsen Transgsrp., 534 F.3d at 734
V. CONCLUSION

The fundamental problem in this case is the lack of detail provided in the defendants’
declarationand thevaughnindices. Mere conclusory statements regarding the alleged
commercial nature antbnfidentiality of therecordswithheld is not sufficient tallow this Court
to determine whether the withheld information is properly exempt under FOIAm i 4.

For the reasons explained above, the Motion for Summary Judgitbetdefendarend
defendant-intervenorns deniedn part and granted in part. This motion is DENIED, withou
prejudice, because the Court has insufficient information to determine if the dispeaedsrare
“‘commercial” within the neaning of Exemption with regect to (1) the Reportable Events
summariesequired by 8 V.B.9 of the Purdue CIA and § \WBof the Pfizer CIA; (2) the
Disclosure Log summariggsquired by 8 V.B.10 of the Purdue CIA and § V.B.14 of the Pfizer
CIA; (3) thetitle and responsibility infanation of Ineligible Persons required by § V.B.11 of the
Pfizer CIA and § V.B.12 of the Purdue CI&t) information pertaining to the agency conducting
an investigation and the status of that investigatguired by 8§ V.B.13 of the Purdue CIA and
8 V.B.15 of the Pfizer CIA; and (3®asonably segregahl@ormation in the 2009 Purdue
Supplement that does not pertain to its promotional monitoring program. The defendant and
defendant-intervenors’ Motion is also DENIED, without prejudice, because the do@srnot

have sufficient information to determine if the disputecbrds areonfidential within the
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meaning of Exemption 4ith respecto (6) the summaries of legal and investigatory inquiries
required by 8§ V.B.13 of the Purdue CIA and § V.B.15 of the Pfizer ClAcd@imhpany
communications with the FDA as required by 8§ V.B.14 of the Purdue CIA and 8§ V.B.16 of the
Pfizer CIA;and(8) the “underlying records reflecting the content of detailing sessitwed®
HCPs and Covered persons” as required in 8 V.B.17 d?fiaer CIA

TheMotion for SummaryJudgment othe defendarand defendant-intervenois
GRANTED withrespect tdahe following records, which the Court finds were properly withheld
under Exemption 4 as commercial and confidentiglthe recordseflecting “changes in
process” of thenonitoring and removal of Ineligible Persons required by § V.B.11 of the Purdue
CIA and 8 V.B.10 of the Pfizer CIA; (2) the Off-Label Findings and summaryspbresive
action taken by Pfizeequired by § V.B.10f the Pfizer CIA;(3) the IRO reports required by 8§88
V.B.5-8 of the Purdue CIA and 88 V.B®%ef the Pfizer CIAand(4) the portions of the 2009
Purdue Supplement pertaining to its promotional monitoringrpmg

Theplaintiff’s CrossMotion for Summary Judgment is granted in part and denied in part.
The Cross-Motion iISSRANTED as to thenadequacy of the defendant’s search for responsive
records regarding the Pfizer Section V.B.6 documentsaartothe following records, which the
Court finds were not properly withheld under Exemption 4 aodtine released to the plaintiff
(2) the titles and responsibilities of Ineligible Persons removed required by 8§ V.BH& of
Purdue CIA and § V.B.11 of the Pfizer CIA; and (2) the identity of the investigatongygead
status of any ivestigations required by 8§ V.B.13 of the Purdue CIA and § V.B.15 of the Pfizer
CIA. In all other respects, the pléffis CrossMotion for SummaryJudgment is DENIED,

without prejudice.
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For the remainingecords at issy¢he partiesare directedo meet and confer and, by
November 8, 2013, provide the Court with (1) a status report that sets forth a list of the reco
that remain in digute, in light ofthis Memorandum Opinion, and that identifies each such
disputed record by a Bates number, or other unique identifier, and by citation to iitidgrart
page(s) of th&aughnindex where the disputed record is described; and (2) a proposédg
schedule for any further proceedings in this matter, including deadlines &ulihmession of any
renewed dispositive motions, supplemendayghnindices, and/or supplementary declarations.

An appropriate Order accompanies theision
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