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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

STYRENE INFORMATIONAND
RESEARCH CENTER, INC., and

DART CONTAINER CORPORATION

V. Civil Action No. 11-1079RBW)
KATHLEEN SEBELIUS,
Secretary of United Stat&epartment of

Health andHuman Services, and )

)
)
)
)
)
)
Plainiffs, )
)
)
)
)
)

UNITED STATES DEPARTMENT OF
HEALTH AND HUMAN SERVICES

Defendant.
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)

MEMORANDUM OPINION

The plaintiffs, Styrene Information amesearch Center, Inand Dart Container
Corporation, seek declaratory and injunctive relief requiring the United Slapestment of
Health and Human Services (“HHS”) to withdraw the Twelfth Annual Report onr@agens
(“Report on Carcinogefiswith respect to thehemical styrene. ComplaintGbmpl.”) T 1. The
plaintiffs assertlaims under the Administrative Procedure Act (“APA)U.S.C. 88 701-706
(2006); the Public Health Service Act (“PHSA”), 42 U.S.C. § 241 (2006); the Information
Quality Act (“IQA”), 44 U.S.C. § 3516 (2006); and the Due Process Clause of the Fifth
Amendment of the United Stat€snstitution. Compl{70-77. Currently before the Court is

the plaintiffs’Motion to Complete the Administrative Recadd to Compel Discovery. Upon
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careful consideration dhe plaintiffs’ motion all related memoranda of law, atic
administrative record (“A.R.”} the Court grants in part and denies in part the plaintiffs’ motion.
|. BACKGROUND

The following facts are eithemdisputecr part of the administrative recordhe Public
Health Service Acrequires the Secretary BHHS to publish a list of all substances known o
reasonably antipated to be carcinogend2 U.S.C. § 241(b)(4). Pursuant to thigtutory
directive,HHS’s Natiamal Toxicology Program (the “NTP”) prepares a biennial Report on
Carcinogens. Se# Fed. Reg. 18999 (Apr. 16, 2007). A substance under consideration for
listing undergoes a mulitep review processCompl. § 25.First, he NTPpublishes notice in
the Federal Register, and prepares a thafkground documemneviewingthe scientific
literature and the public comments. Mext, apanel of scientific experts (“the Expert Panel”)
conducts geer review of thbackground documemnd issues a reparbntaining comments
and alisting recommendationld. Based on the Expert Panel report drepublic comments,
the NTP prepares a dr&eport on Carcinogens, and submite ithe Secretary of HHS for
approval.ld.

On May 19, 2004, the NTP set this process in motion when it nominateldetmcal
styrene for listing in the Twelfth Report on Carcinogens. Compl. 1 29; 69 Fed. Reg(®28B840
19, 2004). Derived from petroleum and natural gas byproducts, stgnesed to manufacture a
variety of consumer goods, including food containers. Compl. Qftér preparing a draft

background document on styrene, based on publicly avaddbldific literature, the NTP

! In addition to the filings already identifiethe Court considered the following submissions in rendésng
decision: (1xhe Memorandum in Support of Plaintiffs’ Motion to Complete the Admiatste Record and to
Compel Responses to Plaintiffs’ First Request for Production of Dausr(i®ls.” Mem.”); (2)the Defendants’
Opposition to Plaintiffs’ Motion t@omplete the Administrative Record and to Compel Discovery (“Def’rOp
and (3) thePlaintiffs’ Reply to Defendants’ Opposition to Plaintiffs’ Motion to Compliste Administrative Record
and to Compel Discovery (“Pls.” Reply”).



convened an Expert Panel to peer-review the document on July 21 and 22|02§9826, 37.
The Expert Panel walivided into subgroups based on areas of expertise, with each subgroup
drafting a section ahe Expert Panekport. Defs.” Opp’n at 1Geeg e.q, Pls.” Mem. Exhibit
(“Ex.”) 2 (Styrene Expert Panel Report A) at 11 (including comments from “Subgroupt®). T
full panelthen reviewedhe subgroups’ reportsd decided whether they should be rejected or
incorporded into the final Expert Panel repowtjth or without modification. Defs.” Opp’n at 10.

Ultimately, the Expert Panel voted28to recommend that “styrene. be listed in the
[Report on Carcinogensis reasonably anticipated to be a human carcincggedbon limited
evidence of carcinogenicity in humans and sufficient evidence in animals.” Afi8eBased
on this recommendation, the NTP finalized the background document and proceeded to produce
a draft substance profile on styrene for inclusion in the Twelfth Report @amGgens. Compl.
11 5651. OnJune 10, 2011, HHS Secretary Kathl&abelius signed the final Twelfth Report
on Carcinogens, which listed styrend. 11 1, 69.

Later thatsame daythe plaintiffs instituted this action faleclaratory andhjunctive
relief, seeking the withdrawal of the Twelfth Report on Carcinogens wipkeceto styreneld.
at1l. The plaintiffs allege that HHS acted arbitrarily and capriciourslis procedures and
substantive listing decisiorld. 1. The plaintiffsfurtherallege among other thingshatthe
Expert Paneberformed independent, n@eerreviewed analysis rather than a peer review of
publidy availablescientific literatureid. 113849; thatthe Expert Panel was biasédl 1 39;
thatthe NTP failed to weigh all relevant evidenick 11 5659; and that the NTP’s conclusion
that styrene is “reasonably anticipated” to be a human carcinogen is inconsittg¢he

findings ofthe Agency for Toxic Substances and Disease Registry§D¥R”), an operating



division of HHS, which findingsvere based on the same scientific evidence as the NTP’s listing
decision, id. 1 21, 24.

On August 9, 2011, the plaintiffs served on the defendants a request for production of
documents which, in the ptdiffs’ view, should have been included in the administrative record.
Pls.” Mem., Ex. 4 (Plaintiffs’ August 9, 2011 Letter Regarding the First RetdoeProduction
of Documents). In theletter inreply, the defendantefused to comply with the docemt
requestnoting that “discovery is generally inappropriate in record review caggsEXx. 5
(DefendantsSeptember 8, 2011 Letter in Reply to First Request for Production of Documents).
Apparently seeking to fulfill theirladigation to meet and oder as required by.ocal Civil Rule
7(m), the plaintiffs responded byreail on September 22, 2011, seeking to discuss the
possibility of “limited discovery,” despite the “definitive language in [theeddants’] letter.”

Pls.” Reply, Ex. A (PlaintiffsSeptember 22, 2011 E-mail) at 1. Four days later, and before
receiving a reply to their September 22, 20Ithasl, the plaintiffs filed the present Motion to
Complete the Administrative Record and to Compel Discovery.

Theplaintiffs’ motion assertghat he defendastimproperly excluded fronthe
administrativerecord certairmaterialsthat were before the agency when it decided to list styrene
in the Twelfth Report on Carcinogens. PReéplyat 1. Specifically, the platiffs seek to
“complete” the ecord with “(1) documents relating to the work performed by the various
subgroups of the Expert Panel, (2) independent analyses conductedMVRher others of
data fom the studies reported in the [s]tyrene [b]ackground [d]Jocument, [and] (3) documents

relating to the [ATSDR’sTCancer Policy Chart and the Portier Letteld” at 1-2.> The plaintiffs

2 The plaintiffs havevithdrawna fourthrequest for documents regarding the work performed by consultariis on t
styrenebackground document. Pls.’ Reply2. Accordingly, the Court will address the plaintiffs’ request for the
foregoing three categories only.



contend that the subgroup repottegindependent analyses, atfe ATSDR Cancer Polc

Chart were considered by thgeacy in its listing decision, andriee wee improperly excluded
from theadministrativerecord. Seeid. 6-10. The plaintiffsfurtherargue that background
documents relating tolatter by the director of the ATSDR, Dr. Christopher Portier (“the Portier
Letter”), areunprivileged and diswerablebeause they werprepared as “collusive

documerns] . . .as a defensive response tietter from [p]laintiffs’ counsetl. Id. at 1611.

The defendants oppose adding any of the requested documentseimtidem several
grounds. First, they ague that the motion should be summarily dismissed because the plaintiffs
failed toconfer with the defendants, “either in person or by telephone,” to discuss resolving
discovery disputess requiredy LocalCivil Rule7(m).2 Defs.’ Opp’nat 1. Secondthe
defendants arguhat supplementing the administratiezord is inappropriateecause the
plaintiffs failed to allege bad faith or an improper agency motive that woultyjuscluding
extrarecord evidenceld. at5-6. Third, the defendants contend that some ofrdugiested
materials aralready included in thadministrativerecord. Id. at 13. Finally, the defendants
argue that certairequestednaterialsvere properly excludefilom theadministrativerecord
because they were nattuallyconsidered by the NTP, id. at 13,m@cause they apivileged
deliberative documents, idt 1516.

1. STANDARD OF REVIEW
Section 706 of thAPA governs judicial review of the Report on Carcinogass

mandated by the Public Health Service Act, 42 U.S.C. § 241 (2@@@&Tozzi v. U.S. Dept. of

% Local Civil Rule 7(m) requires that counsel confer with opposing cdueisker in person or by telephone, prior to
filing any nondispositive motionFull compliance hecessitates something more than an exchange of letters or a
chain of email correspondence.Equal Rights Ctr. v. Post Prap Inc., 246 F.R.D. 29, 31 (D.D.C. 2007While
reliance on emalil falls short of this requirement, the Court will not dismiss the plaihtifégion on Rule 7(m)
grounds, in the interest of judicial economy. NonethelbssCourt admonishesounselko pay greateheed to their
duty to confer duringhe course of this litigation.




Health & Human Service®71 F.3d 301, 310-11 (D.C. Cir. 2001). Ordinaripigial review

under the APA is confined tithe full administrative record that was before the Secretary at the

time he made his deston.” Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402, 420

(1971), abrogated on other grounds by Califano v. Sanders, 430 U.S. 99 (1977). The agency

must compileor the court an administrative record that inclutiksinformation it conglered

either directly or indirectly.”_Marcum v. Salaz&51 F. Supp. 2d 74, 78 (D.D.C. 201&cord

Bar MK Ranches v. Yuette994 F.2d 735, 739 (10th Cir. 1993).

“[A]bsent clear evidence to the contrary, an agency is entitled to a presartit it

properly designated the administrative record.” Calloway v. Harvey, 590 F. Supp. 2d 29, 37
(D.D.C. 2008).However, in exceptional cases, thigsumption of regularity may be rebutted
and a court may either (1) supplement an incomplete record withiagatbat were before the
agencyand were considered directly or indirectly by the agency decisionnuak@), permit the

introduction of extrarecord evidence.’'Marcum 751 F. Supp. 2dt 78.

Supplementation dhe records appropriate inhree cicumstances: “(1) if the agency
deliberately or negligently excluded documents that mag baen adverse to its decisi@®) if
badground information was needed to determine whether the agency consitigrededevant

factors, or (3) if theagency faikd to explain administrative action so as to frustrate judicial

review.” City of Dania Beach v. F.A.A., 628 F.3d 581, 590 (D.C. Cir. 20di@hg American

Wildlands v. Kempthornes30 F.3d 991, 1002 (D.C. Cir. 2008nternal qwtation marks

omitted. To rebut the presumption of regularity, the party seeking supplementation must “put
forth concrete evidence that the documents it seeks to ‘add’ to the record wellg befoed the
decisionmakers.” Marcun?51 F. Supp. 2d at 78. Conclusetgitementsvill not suffice

rather,the plaintiff “must identify reasonable, non-speculative grounds for its bletiefre



documents were considered by the agency and not included in the redofdiotingPac.

Shores Subdivision Cal. Water Dist. v. U.S. Army Corps of 8ndg48 F. Supp. 2d 1, 6 (D.D.C.

2006) (internal quotation marks and emphasis omittedf)arf agencydid not include materials
that were part of its record, whether by design or accident, then supplemestappnapriate.”

Id.; see ale Natural Res. Def. Council, Inc. v. Train, 519 F.2d 287, 291 (D.C. Cir. 1975)

(holding thatreview of a “partial and truncated recotay the district courtvas error angase
remanded for reviewn the ‘entire administrative recoryl”

A separate standa governs extra-record evidence, which “consists of ‘evidence outside
of or in addition to the administrative record that was not nadgssonsidered by the agency.”

Calloway, 590 F. Supp. 2d at 37 (quotiR@c. Shores#48 F. Supp. 2d at 5)n Esd v. Yeutter,

876 F.2d 976, 991 (D.C. Cir. 1989), thestrict of Columbia Circuistated that extreecord
evidence was reviewable if it fell within one of eight exceptibr&ince then, th€ircuit appears
to have narrowed tseexceptions to four: (Mvhen the agency failed to examine all relevant
factors; (2) when the agency failed to explain adequately its grounds fsiode€3) when the

agency acted in bad faith; or (4) when the agency engaged in improper beBaalS, P.C.

v. Alvarez, 129 F.3d 618, 624 (D.C. Cir. 19938ealsoCape Hatteras Access Pres. Alliance v.

U.S. Dept. of Interior, 667 F. Supp. 2d 111, 116 (D.D.C. 2009) (notingQineuit’s narrowing

of theEschexceptionsn its IMS decisior). “Underlying all of these exceptions the

* Specifically, the court stated that consideration of esdcard evidence may be warranted in the following
circumstances:

(1) when agency actiois not adequately explained in the record before the court; (2) when the
agency failed to consider factors which are relevant to its final deci&@dnwvhen an agency
considered evidence which it failed to include in the record; (4) when ascaseaplex that a
court needs more evidence to enable it to understand the issues clearly;cé®es where
evidence arising after the agency action shows whether the decision was comett (6) in
cases where agencies are sued for a failure to takenafl) in cases arising under the National
Environmental Policy Act; and (8) in cases where relief is at issypecally at the preliminary
injunction stage.

Esch 876 F.2d at 991.



assessment that ‘resort to extegord information [is necessary] to enable judicial review to
become effective.”_Callowgyp90 F. Supp. 2dt 38 (quotingesch 876 F.2d at 991).
[11. ANALYSIS

A. The Expert Panel Subgroup Reports

The plaintiffs seek to supplement the administrative record with repoparpceby the
Expert Panel subgroups dugithe peer review of the NTP’s draft backgroundument. PIs.’
Reply at 6. To implement the peer review process, the Expert Panel “divided rgeIf i
subgroups based on areas of expertise, and each subgroup drafted a section of theweer revi
report.” Id. These drafts were then “considered by the full panel and incorporated intwathe f
version of the report, with any changes the full panel found appropriate.” Defs.” Qd@n a
However, the fulExpert Panel rejecteckdain subgroup draft repodsd omittedhesefrom the
final report that isubmitted to the NTPSeeid. The plaintiffs argue that these rejected reports
were “indirectlyconsidered by the [dfendantsn the decision to list styrerfePls.” Reply at 7
Essentially, the plaintiffs rely on a twstep theory of influencehe subgroup reports influenced
theExpert Panel’'secommendation to the NTP, and in tuire Expert Panel’'s recommendation
influenced the NTP’s decisido list styrene.Pls.” Reply at 6/. Thus, the plaintiffs contend
that all of the subgroup reports should have been included adthmistrativerecord. Id. at 8.

In response, the defendants arthegthe NTP neveconsideedthe subgroup reports,
because they were not included in Ehgert Panés final report. Defs. Opp’n at 10.Reasoning
that the subgroup reports were not before the NTP, the defendants contend tmaptrese
would only bepermissibleextra-record evidencepon a “strong showing of bad faith or
improper behavior’ or that the ‘record is so bare that ¥gmts effective judicial reliéf’ Id. at

4 (quotingCommercial Drapery Contractors v. United Stal&38 F.3d 1, 7 (D.C. Cir. 1998)).




The Court disagrees with the defendants. It appears that the subgroup dradis were
integral part of the Expert Panel’'s peer review proeessnfluencedthe Expert Panel's
recommendation, upon which thE P based its listing determimat. The mere fact that the
subgroup drafts were not ultimately passed on to the final decisionmaker doesirottlee

conclusion that they were not before the ager®seAmfac Resorts, L.L.C. v. U.S. Dep't. of

the Interior 143 F. Supp. 2d 7, 12 (D.D.C. 2001) (observing that if the agency’s final decision
was based “on the work and recommendations of subordinates, those materials should be
included as well). Accordingly, the subgroup draft documents are not exitard evidence,
subject to the more exacting standards applied in the cases on which the defenda@fs rel

Commercial Draperyl33 F.3d at 7 (applying bad faith standard to bdbadovery requests and

extrarecord affidavits)Coalition on Sensible Transp. v. Dole, 826 F.2d 6QDXZ. Cir. 1987)

(affirming denial of an “unlimited discovery” request for evidence that agkileyl to consider
certain impact®f highway wideniny) Rather, thelaintiffs’ request for the subgroup reports
should be reviewed under the less stringent standard for supplementatieadrhinistrative
record

Under that standard, the plaintiffs have rebutted the “presumption of regubgyrity”
presenting concrete evidence thatrissingsubgroupreports‘were actually before the
decisionmakers. Marcum 751 F. Supp. 2d at 78. This finding is supported by the fact that the
administrativerecord contains several referent@smittedsubgroup reportsk.g, Pls.” Mem.,
Ex. 2 (Styrene Expert Panel Report A) (referencing comments made by “SuBgroup
disaussing scientific literatureand making recommendations for the draft background
document). In addition, part of one subgroup report was included iedbedr as an attachment

to the Expert Panel’s report. Pls.” Mem. Ex. 6 (Attachment 1 to Section 4 Subgroup Report)



These referencesiggest that the Expert Panel substantively consideredtific information
and advice aatained in the subgroup reports, and was awatieeoExpert Panel’s reliance on
this information and adviceFinally, the fact that the Expert Phadopted some subgroup
reports,but rejected others, lends soaredibility to the plaintiffs’ suggestion that the rejected
reports may contain evidenadversdo the Expert Panel’s recomnuation to list styrene.
Becausédhe subgroup reports influenced the Expert Panel report, and the Expert Panel
report influenced the NTP’s listing decision, theurt is satisfied that tidTP considered-at
least indirectly—the subgroup reportsAccess taheevidencehatwas considered and rejected
by the Expert Panel woultiereforeassist the Court inonductingts arbitrary and capricious
reviewunder the APA.And it does not appear that adding the subgroup reports to the
administrativerecordwould be overly burdensome for the agerayitalreadypossessethe
reports In short, the plaintiffs have offered nepeculative ground®r their belief thathe
subgroupreportswere considered by the agency, &mat they contained pertinent scientific
information. The Court will therefore ondthat the administrative record be supplemented with
the missing subgrougports.

B. TheNTP’s Independent #alysesof Data Reported in the @ene Background
Document

The plaintiffsalsoasserthat the defendants improperly excluded unspecified
independent analysed data performed by the NTP by its contractar Pls.” Mem. at 8.
During the peer review of the draft styrene backgrourmichent, the Expert Panel received
supplemental information from a contractdd., Ex. 3 (Styrene Expert Pan@keport A) (noting
that “[d]uring the styrene review the contractor provided trend tests for ksiesawhich the
Panel much appreciat®s The Expert Panel also noted that some studies in the draft styrene

background document “did not report significance values with as great precissoof as

10



interest.” A.R. at 1123. The Expert Panel observed that for some, but not all, of these studies,
the NTP lad performed its ownpairwisecomparisons and trend teste’report the statistical
significance ofindings of interest._Id.The Expert Paneecommended that the NTP perform
suchteds for all findings of interestld. In response,iie NTPprovided trend testsand

reported the results in the styrene background documlacing theniin brackets to indicate

[that they were] not contained in the original study.” Defs’ Opp’'n atZ2 ke, eg., A.R. at

1124 (“In response to a request during the peer review . . ., [the] NTP provided for the sites in
Table 41 the exact CochraArmitage trend testy.

The plaintiffs contenthat the administrativeecordis incomplete becausedbntains
only resultsand not the NTP’s underlying statistical analysBts.” Mem. at 8. In response, the
defendants argudat reporting the results is sufficieribefs.” Opp’n at 11.Thedistinction
between the analyses and their resulisiieaterial the defendants argusecause “the two tests
for statistical significance referenced by the Expert Panel . . . are swangdrd calculations
that, . . . [are] never ‘shown’ in published studies.” Defs.” Opp’n afTliz defendants also
attack the plaintiffs’ claim of missing calculations as speculative, contetithhthe NTP either
performed a recommended analysis and reported its result, or explainesatsreas not doing
so. Seeid. at 13.

The Court agreethat the plaintiffs’ request ispeculative. In contrast to the request for
the subgroup reports, the plaifgifrequest fothe NTP’sindependent analyséscks concrete
detail and specificity As a result, the Court finds that the plaintiffs have not rebutted the
presumptiorthat theagency properly designated théministrativerecord with respect to these

documents.

11



Theplaintiffs rely solely onseveral references the Expert Pani report b tests
performed by the NTP or its contract@eePIs.” Reply at 8. Howevethe defendants correctly
note thathe plaintiffs have not specifically identified a single “test that is missing orregwity
calculated out of the“551 scientific studieand dher reports referenced in the glokground
[d]Jocument.” Defs.” Opp’n at 14. The plaintiffs’ n@pecific request is similar to the

supplementation request deniadcranks v. Salazai751 F. Supp. 2d 62, 73-74 (D.D.C. 2010).

The plaintiffs inErankschallengedhe Secretary of the Interior’'s denial déghant trophy
import licenses.ld. at 66. Pointingo an email from anoutsidebiologist to an agency official
alleging errors in the agency’s count of trophies taken from Mozambique, théffslaimtight
all documents relating to these alleged errddsat 72-73. The courtheld that supplementation
was inappropriate because the plaintiffs failed to “offer[] nonspeculative gréomitheir belief
that the requested documents exist, muchtlest the Service considered thend’ at 7374.
Here,the plaintiffshave failed to offer non-speculative grounds for believing tleat th
NTP excluded any calculatiomathout explanation, or that the NTP’s reporting of results is so
inadequate that impairs judicial review.The recordshowsthat the NTP eithgperforned the
recommended calculatioasd reported the results, or explained why it did nee ASR. at
1172-75. This record is thereforgufficient to determine whether the ageacyedarbitrarily
andcapriciously. Thus, heplaintiffs’ request fothe NTP’sindependent analyse$ datais
denied.

C. Documents Relating tihe Portier Letter anthe ATSDR Cancer Policy Chart

Finally, the plaintiffs requeghat they be providethll non-privileged documents relating
to the ATSDR Cancer Policy Chart and the Portier Letter.” Pls.” Redl§.aAlthough the

plaintiffs’ request for these documents was initiglbypiched as a discovery requéds.” Mem.

12



at 9,the plaintiffs request in thereply thatdocuments be made part of ga@ministrative recat,
Pls’ Reply at 9 Accordingly, theCourt will address these requesteler the standards for
supplementing the administrative recordarthe inclusion oextrarecord evidence

1. DocunentsRelating tothe Portier Letter

The plaintiffs seek to include in the administrative record “documents relatthg May
6, 2010 letter from Dr. Christopher Portier, Director of [R€SDR,] to the Secretargf
[HHS],” Pls.” Mem. at 3including “drafts of the letter, requests to Dr. Portier for a letter, and
documents relating to consideration of kbtter by Secretary Sibelius?ls.” Mem., Ex. 4
(Request for Production of Documents) at Bhe Portier Letter is already included in the
administraitve record._Sed.R. at 2301a. In thagtter, Dr. Portier opines that the NTP’s
decision to list styrene as “reasonably anticipated to be a human carcidogsniot contradict
the ATSDR’s November 2010 Toxicology Profile on Styrene, which fdhatktyrene “may
possiblybe a human carcinogenld.

Contending that the Portier Lett@asdrafted “to rebut arguments made to counsel for
the Department of Health and Human Services,” the plaisgié&Dr. Portier's drafts andther
intra-agency correspalence in ordetio reveal the “reasons and basis for that IéttBfs.” Reply
at 910. The defendants argue that any documents relating to the letter’s requésyy,anaf
consideration are shieldéy the deliberative procesgsivilegebecause thegre part of the
consultative process and reveal the Secretary’s mental proc&efss.Opp’'n at 14-15.

“Two requirements are essential to the deliberative process privilege: [1]tdreama

must be predecisional and [2] it must be deliberative.fe Sealed Casel21 F.3d 729, 737

(D.C. Cir. 1997) (citations omitted)]D] eliberative intraagency memoranda and other such

records are ordinarily privileged, and need not be included in the recdnafdc Resorts,

13



L.L.C.v. U.S. Dep't of the Interior, B4F. Supp. 2d 7, 13 (D.D.C. 2001). Douents that are

predecisional and deliberative are excluded fromatheinistrativerecord because, under
arbitrary and capricious reviethe reasonableness of the agea@ction “is judged in

accordance with its stated reasonbre Subpoena Duces Tecum Served on Office of

Comptroller of Currency, 156 F.3d 1279, 1279¢B0C. Cir. 1998). “[T]he actual subjective

motivation of agency decisionmakers is immaterial as a matter eflahess there is a showing
of bad faith or improper behaviord.

The Court finds that the drafts of the Portier Letter and any corresponedatogyto
thatletter areboth predecisional and deliberative. First, the Portier Letter is dated May 6, 2010,
and thus predatelesigning of the Twelfth Report on Carcinogens on June 10, 26&é.

Compl. 1 69; A.R. at 2301al he plaintiffs mistakenly assert that the lettemiot prelecisional
because its date fallive months after the release of the ATSDR’s Toxicological Profile for
Styrene. _Se®Is.’ Reply at 9. Howeveas shown in the document itself, the letter was written
in response to comments “by industry representatives in correspondenc&eménal Counsel”
of HHSregarding theNTP’s “proposed Report on Carcinogens,” a proposal whicHatais
adoptedoy theSecretaryf HHS in the June 10, 2010 Report on Carcinogens. A.R. at 2301a;

see als@udicialWatch, Inc. v. FDA, 449 F.3d 141, 151 (DTr. 2006) (We deem a document

predecisional if it was generated before theptida of an agency policy . .”); Senate of Puerto

Rico ex. rel. Judiciary Comm. v. United Stat@23 F.2d 574, 585 (D.Cir. 1987) (A

document is ‘predecisional’ if it precedes, in temporal sequence, the ‘ded¢csighich it
relates.”). Correspodenceby agency stafivith the Secretaryf HHS that predated the June 10,

2010 Reports thereforepredecisional.

14



Second, the documents’ deliberative nature is apparent from the plaintiffsstetjbe
plaintiffs seekdocumentshat reveathe Secretarg consideration of the letter and whether she
requested it from Dr. PortieiSeePIs.” Mem. at 9. Thiattempt to‘probe the metal processes

of the Secretaryis impermissible.United States v. Morgan, 313 U.S. 409, 422 (194&)the

Circuit has pointed out, disclosure of this typerdfa-agency communicatios likely to stifle

thecandor of consultationsSeeRussell v. Deg’ of the Air Force 682 F.2d 1045, 1048 (D.C.

Cir. 1982) (notinghat theprivilege protects ¢reative debate and candidhstderation of
alternatives’(citation omitted). And the plaintiffs’ conclusory allegation that the Portier letter is
a “collusive document” does not persuade the Court that the agency was acting ithizactia
thatthe agency’s motives should be probed. Thusplaintiffs request folaccess to
deliberativedocuments relating to the Portier Letter is denied.

2. DocumentfRelating tothe ATSDR Cancer Policy Chart

Finally, the plaintiffs seeko have included ithe administrative recorfa]ll documents
relating td (1) “the creation of the ATSDR Cancer Policy Chéfthe Cancer Policy Chart,”
“the chart”} (2) “any consiération of changing [the chart]; and (2n{ consideration,
discussion, recommendation, or request to remove [the chart] iEoARSDR website.” B’
Mem., Ex. 4 (Request for Production of Document®). The chart appeared appgendix Aof
the ATSDR’s 1993 Cancer Policy Framework. Compl. { Rlcompares the various
classification standards for carcinogenicity between several federal agamdieting the NTP.
Pls.” Reply, Ex. E (Letter from Peter L. de la Cruz to Mark B. Childress, Dese2®, 2010,
Enclosure B) at 22.

The plaintiffs claim thathe chart demonstratesantradictiorbetween the NTB and

the ATSDR'’s @rcinogenicity standardsCompl. § 21. The plaintiffalso argue that the

15



documents relating to trehartwereplaced in issue by the defendants in their Opposition to
Plaintiffs Motion for a Preliminary Injunctionand thathese documents should hdeen
included in theadministrativerecord. Pls.” Reply at 10-11. In responsee tdefendants argue
thatthe requested documents are (1) exdi@rd evidence requiring a showing of bad faith or
improper agency behavior, (2) irrelevant, and (3) priviege deliberative doaoents. Defs.’
Opp’n at 4, 16.

The Courtmust first determine whether the plaintiffs aeguesting extraecord
evidenceor supplemetary materialthatwas actually before the agencyhe plaintiffsdo not
allegethat the NTRpossssedany ofthe ATSDR’s documents concerning the chart’s creation in
1993, orthatthe NTPconsidered these documeirisleciding to liststyrene. The Court
therefore agrees witthe defendants that these documents, créptedseparate agency, nearly
twenty years ago, are extracord evidence Thus, receipt of these documents would recpiire

“strong showing of bad faith or improper behavi€@gdmmercial Drapes, 133 F.3d at 7, or an

agency'’s failure to examine all relevant factors or explain adequbtetyrounds for its
decision IMS, 129F.3d at624.

The plaintiffs have not made this strong showing. First, they atiegieerbad faith or
improper conductThey insteadrgue that the defendants opened the toektrarecord
review by referrig to the ATSDR’s Cancer Policy Chart in response to the plaintiffs’ motion for
a preliminary injunction Pls.” Reply. at 10. Yet, the plaintiffs offer no legal supparthe
proposition thateferencdo documents in Btigation briefis a basis forxdra-record review.
Indeed, this proposition is inconsistent with the Supreme Court’s instructionhltbdotal point
for judicial review should be the administrative record already in existenceomeat new record

made initially in the reviewing coutt Camp v. Pitts411 U.S. 138, 142 (1978)er curiam)
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Secondthe plaintiffs have not identified aspecificfactors that the agency failed to consider,
andwhich might be illuminated by the documents relatintheoCancer Policy CharAnd, as
the Portier Letter showshe record already includes the agency’s statgrlanation foany
apparentnconsistency betwedhe NTP’scarcinogenicity standarasd those of the ATSDR.
SeeDefs.” Opp’'n at 14; A.R. at 2301&inaly, the charis selfexplanatoryandprovides a
sufficient basis for the Court to determivbether the NTP acteatbitraily andcapriciousgy in
its interpretation of the terms “reasonably anticipated to be” and “may pydi@mb A.R. at
2301a. In sumhie plaintiffs have failedo rebut the presumption of regularity and failed to
demonstrate that tredministrativerecord is so bare that extracord evidence is needed to
make judicial review effectiveThe plaintiffs’ request fonclusion of thedocuments relating to
the ATSDR Cancer Policy Chart is accordindgnied.
V. CONCLUSION

For the foregoing reasons, the Court concludes that the plaintiffs’ motion to sepplem
the recordnust be granted in part and denied in part. Specifically, the motion is granted as to
the plantiffs’ request for thesubgroup reports of the Expert Panel. Howether plaintiffs’
motion to supplement the recondth theNTP’sindependent analyses and statistezdtulations
of data from the styrene backgrourmtdmentmust bedenied The Courtalsoconcludes that
the plaintiffs’ motion to supplement the recartlist bedeniedwith respect to documents relating
to the Portier Letter and the ATSDR Cancer Policy Chart as identified plaimtiffs’ document
requests.SeePIs’ Mem., Ex. 4 (Plaitiffs’ First Request foProduction of Documents) at 8-10.

SO ORDERED this 30th day of March, 2012.

REGGIE B. WALTON
United States District Judge

® The Court will contemporaneously issue an order consistent witm#rigorandum opinion.
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