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INTRODUCTION

Pursuant to 28 U.S.C. § 1651 and Rule 21 of the Federal Rules of Appellate
Procedure, the Secretary of Health and Human Services, the Acting Commissioner of
the Food and Drug Administration (FDA), and the FDA, respectfully petition this
Court to issue a writ of mandamus to the United States District Court for the
Northern District of California in Institute for Fisheries Resonrces v. Price, No. 3:16-cv-
1574 (N.D. Cal.) (Chhabria, J.). In a pending suit for judicial review of agency action
under the Administrative Procedure Act (APA), the district court has granted a
motion by the plaintiffs to supplement the extensive administrative record with
hundreds of thousands of pages of internal, deliberative documents. The court’s
order requires FDA to review individually each document in this vast array of
predecisional material and produce the documents for the plaintiffs or assert a specific
claim of privilege through the submission of a privilege log.

The district court’s order rests on a fundamental misunderstanding of the
scope of an administrative record and the nature of judicial review of agency action.

It is a basic tenet of administrative law that review of agency action is based on the
agency’s stated reasons for its decision and that, barring exceptional circumstances, it
is beyond the power of courts to probe the mental processes of the agency. For that
reason, the ez banc D.C. Circuit and other courts have declined to require agencies to
include internal, deliberative, and predecisional agency documents in an administrative

record. Because documents that reflect predecisional deliberations within the agency
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are not part of an administrative record in the first instance, those courts have also
not required agencies to review all such documents and create a privilege log
describing them. These decisions recognize that internal documents reflecting an
agency’s predecisional deliberations are not part of the administrative record any more
than documents reflecting a trial court’s predecisional deliberations, such as bench
memos, other communications between judges and their staff, and drafts of decisions,
are part of the trial record.

The district court order here is squarely in conflict with these decisions. FDA
has already produced a voluminous and comprehensive administrative record
covering more than twenty years of agency proceedings and containing approximately
38,000 pages of documents. Plaintiffs have not provided any evidence that FDA
conducted the administrative proceeding in bad faith or that any other extraordinary
circumstances that might warrant examination of predecisional materials are present.
The district court has nonetheless ordered the government to produce all
predecisional documents or describe any withheld documents in a privilege log. The
order compels FDA to review, by FDA’s estimate, significantly more than 400,000
pages of documents, requiring thousands of hours of time and diverting agency
personnel away from mission-critical functions.

The governing criteria for mandamus relief articulated in Bauman v. U.S. District
Court, 557 F.2d 650 (9th Cir. 1977), are satistied here. The district court has com-

mitted a clear error of law and acted beyond its authority to review agency action.

2
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Immediate review is needed to avoid the staggering burden the government will face
in complying with the district court’s order. No other means are available to obtain
the relief the government seeks; the district court’s error in this case has been repeated
with increasing frequency in district courts within this Circuit, and in particular in the
Northern District of California; and this Court itself has yet to address the issue.
Petitioners respectfully request that the Court issue the writ and direct the district

court to vacate its clearly erroneous order.

STATEMENT OF JURISDICTION

This Court has authority to issue a writ of mandamus pursuant to 28 U.S.C.
§ 1651 and Rule 21 of the Federal Rules of Appellate Procedure.

STATEMENT OF THE ISSUE

Whether the district court committed clear legal error and exceeded its judicial
authority by ruling that hundreds of thousands of pages of internal, deliberative
agency documents are part of the administrative record in this case and that the
agency must either produce those documents or review and describe withheld
material in a privilege log.

PERTINENT STATUTES AND REGULATIONS
Pertinent statutes and regulations are reproduced in the addendum to this

petition.
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STATEMENT OF THE CASE

A. Background

This case concerns the regulation of genetically engineered salmon. FDA has
been considering this general subject since 1994. Dkt. 82-2 at 2. After many years of
consideration, including discussions within FDA, and with other agencies, industry
stakeholders and other interested outside parties, the FDA issued draft guidance on
the regulation of genetically engineered animals in 2008. See 73 Fed. Reg. 54,407
(Sept. 19, 2008). After receiving and reviewing thousands of comments, the guidance
was finalized and published on January 16, 2009. 74 Fed. Reg. 3057 (Jan. 16, 2009).
The guidance clarifies that a recombinant DNA (‘tDNA”) construct that is intended
to alter the structure or function of an animal meets the definition of a drug under the
Federal Food, Drug, and Cosmetic Act (“FDCA”), 21 U.S.C. § 321 ¢f seq., and that
FDA has authority to regulate such constructs in genetically engineered animals
through the “new animal drug approval” provisions of the Act. The guidance sets
tforth guidelines and recommendations for potential applicants. 74 Fed. Reg. at 3057.

In September 2010, FDA convened a public Veterinary Medicine Advisory
Committee (“VMAC”) meeting to discuss the new animal drug application of a
biotechnology company, AquaBounty Technologies, Inc. (“AquaBounty”),
concerning a genetically engineered salmon. See 75 Fed. Reg. 52,605 (Aug. 26, 2010)
(announcement of VMAC meeting). In association with that meeting, FDA made

publicly available AquaBounty’s environmental assessment, and established a docket

4
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to accept public comments. The agency received thousands of written comments
trom various interested groups and individuals on AquaBounty’s application.

Subsequently, in December 2012, FDA released its own draft environmental
assessment and preliminary Finding of No Significant Impact (draft EA/preliminary
FONSI), which analyzed the potential environmental impact of an FDA approval of
AquaBounty’s new animal drug application, on which the agency received thousands
of comments. See 77 Fed. Reg. 76,050 (Dec. 26, 2012). On November 19, 2015,
following review of the comments, additional review of minor submissions from
AquaBounty, and further deliberation, the agency responded to relevant and
substantive comments, and approved AquaBounty’s application under the conditions
of use specified in the approval documents, allowing introduction of the salmon into
interstate commerce. 80 Fed. Reg. 73,104 (Nov. 24, 2015).

The Plaintiffs filed suit in the Northern District of California in March 2016.
They allege that FDA lacked authority to approve AquaBounty’s application and issue
Guidance 187 under the FDCA; failed to comply with the National Environmental
Policy Act, 42 U.S.C. § 4321 ef seq.; failed to consult adequately with the Fish and
Wildlife Service and the National Marine Fisheries Service under the Endangered
Species Act, 16 U.S.C. § 1531 e/ seq.; and failed to adhere to the procedural

requirements of the APA, 5 U.S.C. § 706. Dkt. 53 at 65-66.
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B.

The Administrative Record

Legal challenges to agency action are decided on the basis of the administrative

record. After a thorough review, FDA filed an approximately 38,000-page

administrative record in this case. Dkt. 82-2 at 2. The administrative record contains

documents dating back to December 1994, and includes, among other things:

Studies and other materials submitted by AquaBounty;

FDA’s analysis of the materials submitted by AquaBounty, and its
responses to AquaBounty regarding those submissions;

Minutes of meetings with AquaBounty

A transcript of the September 2010 VMAC meeting to discuss
AquaBounty’s application, the Chair’s final report, and FDA’s response
to that report;

AquaBounty’s environmental assessment;

FDA’s subsequent draft environmental assessment and preliminary
FONSI, and FDA’s final environmental assessment and FONSI;
Thousands of pages of public comments on FDA’s draft guidance
document, the new animal drug application, AquaBounty’s

environmental assessment as discussed at the VMAC meeting, FDA’s
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draft environmental assessment and preliminary FONSI, and FDA’s
responses to those comments;'

" The “Freedom of Information Summary” for the AquaBounty approval,
a 161-page document describing the data, analysis, and other
information considered and FDA’s conclusions leading to its decision to
approve the application;

* FDA’s emails and letters with the U.S. Fish and Wildlife Service and the
National Marine Fisheries Service, in which FDA provided information
and responded to questions concerning FDA’s determination that
approval of a new animal drug application by AquaBounty would have
no effect on endangered species;

" A detailed FDA memorandum describing the review of AquaBounty’s
application and providing the reasons for approval; and

" The decision documents approving AquaBounty’s application.

See Dkt. 71-2.2

! Before Plaintiffs filed their motion, the government had agreed to produce
more than 70,000 additional public comments to Plaintiffs once a protective order is
in place to protect the personal privacy or identifying information and confidential
commercial or financial information of commenters. Dkt. 82-2 at 3-4.

? The administrative record also included a variety of other materials, such as:

FDA inspection reports of AquaBounty facilities; two citizen petitions filed by
Plaintiffs requesting preparation of a full environmental impact statement, and FDA’s

7
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Plaintiffs filed a motion to “compel completion” of the administrative record
on November 15, 2016. Plaintiffs claimed that notwithstanding the voluminous
administrative record the agency had produced, which had been prepared in
accordance with the agency’s protocols, the administrative record must be
supplemented to include “internal memoranda, correspondence, notes, drafts,
revisions, or prior versions of FDA’s decision documents.” Dkt. 75 at 5. The
government opposed Plaintiffs’ motion, invoking the settled rule in the D.C. Circuit
(which was approvingly cited by this Court in Portland Aundubon Society v. Endangered
Species Committee, 984 F.2d 1534, 1549 (9th Cir. 1993)) that internal, deliberative
materials need not be included in the administrative record. Dkt. 82-2 at 7-8.

In a two-page order issued two days prior to the scheduled hearing, the district
court granted Plaintiffs’ motion. See Dkt. 88. The district court rejected the
government’s position—and the settled rule in the D.C. Circuit—that separate and
apart from any claim of privilege, deliberative and predecisional documents need not
be included in an administrative record. Id. The district court concluded that internal,
deliberative materials may be withheld from the administrative record only on the

basis of specific assertions of privilege, and therefore ordered the government to

denial of those petitions; and more than 400 publications containing relevant data and
analysis. See Dkt. 71-2.



Case: 17-71121, 04/19/2017, ID: 10402889, DktEntry: 1-1, Page 15 of 64

review all such materials and either produce them or identify them and set forth the
basis for withholding them on a privilege log. 1d.

On the day of the hearing, and in view of the magnitude of this undertaking,
the district court extended the 30-day deadline in the original order, giving the
government until July 11, 2017, to complete its review, but also directed Plaintiffs to
narrow the scope of their demand. Dkt. 90 (minute order). The district court
directed the parties to file a status report on March 14, 2017, to provide an update on
narrowing efforts. Id.

Plaintiffs narrowed the scope of their demand in certain respects, but reserved
the right to expand their request in the future. Even as presently agreed, the volume
of material covered by the request remains extraordinarily large. The government is
to apply 31 broad search terms to the records of 17 different e-mail custodians over a
23-year period. Dkt. 94 at 2; Dkt. 97-2 (Wanke Decl.) §4.> According to FDA’s
current estimate, based on e-mail searches of just 3 of the 17 custodians, this process
will require review of more than 400,000 pages, which, under current staffing levels,
will take far in excess of a year. Dkt. 97-1 (Garcia-Malene Decl.) 9 13-14. FDA does
not believe it is possible to complete this process by the current mid-July deadline,

and even completing the review by year’s end would require the diversion of FDA

? The custodians themselves are to conduct a search of their computer hard
drives and paper files for additional responsive documents. Dkt. 97-1 (Garcia-Malene
Decl.) M9 11-12.



Case: 17-71121, 04/19/2017, ID: 10402889, DktEntry: 1-1, Page 16 of 64

personnel from mission-critical functions to work on the matter. Id. § 21. The
government waited to file this petition until after the March 14 status report deadline,
in order to engage in good-faith negotiations with Plaintiffs regarding the scope of
their request, and to obtain additional clarity regarding the full magnitude of the
undertaking that compliance with the district court’s order would require.

STANDARD OF REVIEW

The Court considers a petition for a writ of mandamus by applying the five
factors identified in Bawuman v. U.S. District Court, 557 F.2d 650 (9th Cir. 1977):

(1) whether the petitioner has no other means, such as direct appeal, to
obtain the desired relief;

(2) whether the petitioner will be damaged or prejudiced in any way not
correctable on appeal;

(3) whether the district court’s order is clearly erroneous as a matter of
law;

(4) whether the district court’s order is an oft repeated error or manifests
a persistent disregard of the federal rules; and

(5) whether the district court’s order raises new and important problems
or issues of first impression.

Perry v. Schwarzenegger, 591 F.3d 1147, 1156 (9th Cir. 2009) (citing Bauman, 557 F.2d at

654-55).* These factors are guidelines, and the only factor that is a prerequisite for

* The three factors the Supreme Court has established for mandamus relief—
(1) the party seeking relief has no other adequate means of relief; (2) the right to relief
is clear and undisputable; and (3) issuing the writ is appropriate in the
circumstances—overlap substantially with the Bawman tactors and are also satisfied for

the reasons discussed. See Cheney v. U.S. Dist. Ct., 542 U.S. 367, 380-81 (2004).
10
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mandamus is the third, clear legal error. Id. (citing Burlington N. & Santa Fe Ry. Co. ».
U.S. Dist. Ct., 408 F.3d 1142, 1146 (9th Cir. 2005); Adwziral Ins. Co. v. U.S. Dist. Ct.,
881 FF.2d 1486, 1491 (9th Cir. 1989)).

ARGUMENT

An Order Compelling an Agency To Include Predecisional Deliberative
Materials in the Administrative Record or Prepare a Privilege Log Exceeds the
District Court’s Authority and Is Clear Legal Error That Should Be Corrected
by Mandamus
The district court’s order satisfies each of the five Bawuman factors for the
extraordinary remedy of mandamus. In ruling that the administrative record includes

deliberative materials and that FDA must produce such materials or invoke specific
privileges to justify their withholding, the district court exercised judicial power it does
not have. The court’s order is at odds with decisions of the Supreme Court and the ez
bane D.C. Circuit, and it finds no support in the decisions of this Court or the
language of the APA. Requiring FDA to comply with this clearly erroneous order will
subject it to a grave administrative burden, and there do not appear to be any other
means for the agency to obtain relief. The legal error underlying the district court’s
order is one that district courts within this Circuit have made with increasing
frequency in recent years. The legal issue presented by the district court’s order has
not been directly addressed by this Court, and a growing divide among the district

courts within this Circuit regarding this issue has significant implications for

administrative litigation. The Supreme Court and this Court have exercised

11
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supervisory mandamus jurisdiction to address comparably important questions of first
impression regarding the procedural rights and obligations of parties in litigation, and
this Court should do so here as well. Seg, e.g., Perry, 591 F.3d at 1156-57 (issuing writ
to address district court’s authority to require disclosure of internal campaign
communications) (citing, zter alia, Schlagenhauf v. Holder, 379 U.S. 104, 110-12 (1964));
City of Las Vegas v. Foley, 747 F.2d 1294, 1296-97 (9th Cir. 1984) (issuing writ where
district court ordered legislators to be deposed to determine their subjective
motivations); see also Mobawk Indust., Inc. v. Carpenter, 558 U.S. 100, 111 (2009)
(collateral order review is generally not available for disclosure orders, but in an
appropriate case may provide basis for mandamus) (citing Cheney v. U.S. Dist. Ct., 542
U.S. 367, 390 (2004); Firestone Tire & Rubber Co. v. Rigjord, 449 U.S. 368, 378-79 n.13
(1981)).°

1. The district court’s order is clearly erroneous as a matter of law. It conflicts
with basic principles regarding judicial review of agency action and the scope of the
administrative record on which that review takes place.

As a general matter, “judicial review of agency action is limited to review of the

record on which the administrative decision was based.” Thompson v. Dep't of Labor,

> Many of the cited cases involve the doctrinally distinct issues presented by
discovery obligations in ordinary civil litigation. Although the issues presented bear
some superficial resemblances—in part because the district court’s order here blurs
the lines between APA review and civil discovery—this case implicates the uniquely
important interests of ensuring the proper scope of judicial review of agency action.

12
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885 F.2d 551, 555 (9th Cir. 1989). The administrative record includes “all documents
and materials directly or indirectly considered by agency decision-makers.” 1.
(emphasis omitted). But that description refers to materials of the sort considered to
be part of a record in an adjudicatory proceeding, e.g., evidentiary materials and
submissions by parties. See 5 U.S.C. § 556(e) and znfra pp. 18-19. Contrary to the
district court’s belief, the bare fact that predecisional, deliberative materials, such as
internal memoranda and emails from agency staff, were generated in the agency’s
decision-making process, does not transform those materials into documents that
were before the agency in any relevant sense and therefore part of the administrative
record, any more than a bench memorandum becomes part of the trial record when it
is prepared for a district judge.

The district court failed to recognize that the scope of the administrative record
is bounded by the proper scope of administrative review. It is long settled that agency
action should be judged on the basis of the agency’s stated reasons for its decision.

See SEC v. Chenery Corp., 318 U.S. 80, 88 (1943) (“‘confining our review to a judgment
upon the validity of the grounds upon which the Commission itself based its action”);
see also Motor VVehicle Mfrs. Ass'n of U.S. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 50
(1983) (“It is well-established that an agency’s action must be upheld, if at all, on the
basis articulated by the agency itselt.”); Burlington Truck Lines, Inc. v. United States, 371
U.S. 156, 169 (1962). Itis “not the function of the court to probe the mental

processes” of the agency. United States v. Morgan, 304 U.S. 1, 18 (1938) (“Morgan I”).
13
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“Just as a judge cannot be subjected to such a scrutiny . . . so the integrity of the
administrative process must be equally respected.” United States v. Morgan, 313 U.S.
409, 422 (1941) (“Morgan II”’). Accordingly, “[s]uch inquiry into the mental processes
of administrative decisionmakers is usually to be avoided.” Citizens to Preserve Overton
Park, Inc. v. Volpe, 401 U.S. 402, 420 (1971). Where, as here, administrative findings
are made at the time of the decision and have been included in the administrative
record, Overton Park provides that “there must be a strong showing of bad faith or
improper behavior before such inquiry may be made.” I4. No such determination of
bad faith or improper behavior was made here.

Applying these teachings, the D.C. Circuit, the only court of appeals to have
squarely addressed the question, has concluded that deliberative materials are outside
the scope of APA review and thus are not part of the administrative record. In San
Luis Obispo Mothers for Peace v. Nuclear Regulatory Commission, 789 F.2d 26, 44-45 (D.C.
Cir. 1980), the en banc D.C. Circuit considered a motion to supplement the

administrative record with transcripts of a closed-door meeting of the Nuclear

¢ While making no findings regarding bad faith or improper behavior, the
district court nevertheless concluded that the presumption of regularity to which
agencies are entitled in their preparation of the administrative record was overcome.
It did so based only on (1) the tautological conclusion that the omission of the
deliberative, internal documents (or a privilege log justifying withholding on a
document-by-document basis) was itself a basis for requiring production of those
same documents, and (2) the inadvertent omission from the 38,000 page
administrative record of a single subsequently discovered document, which Plaintiffs
already possessed, reflecting a public comment from an environmental group to the

U.S. Fish and Wildlife Service. Dkt. 88 at 2; Dkt. 82-2 at 4.
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Regulatory Commission to discuss the license application whose approval the
petitioners were challenging. The court rejected that effort, stating that “[jjudicial
examination of these transcripts would represent an extraordinary intrusion into the

(119

realm of the agency, and that the petitioners must make a ““strong showing of bad

295

faith or improper behavior™ before the court would be “warranted in examining the
deliberative proceedings of the agency.” Id. (quoting Overton Park, 401 U.S. at 420).
The court analogized an agency’s deliberations to the deliberative processes of a court
and stated that, “[w]ithout the assurance of secrecy, the court could not fully perform
its functions.” Id. The D.C. Circuit has subsequently reiterated that “the actual
subjective motivation of agency decisionmakers is immaterial as a matter of law” to
APA review. In re Subpoena Duces Tecum Served on Office of Comptroller of Currency, 156
F.3d 1279, 1279-80 (D.C. Cir. 1998) (denial of reh’g en banc) (citing, inter alia, Overton
Park, 401 U.S. at 420; Camp v. Pitts, 411 U.S. 138 (1973); Morgan 11, 313 U.S. at 409).
District courts within the D.C. Circuit have adhered to that reasoning in
subsequent decisions rebuffing efforts by plaintiffs to require preparation of a
privilege log specifically identifying withheld deliberative materials. See, e.g., National
Ass’n of Chain Drug Stores v. U.S. Dep’t of Health & Hum. Servs., 631 F. Supp. 2d 23, 27
(D.D.C. 2009); Oceana, Inc. v. Locke, 634 F. Supp. 2d 49, 52-53 (D.D.C. 2009) (“Oceana
I) (collecting cases), rev'd on other grounds, 670 F.3d 1238 (D.C. Cir. 2011); Stand Up for

Californial v. Dep’t of Interior, 71 F. Supp. 3d 109, 123 (D.D.C. 2014) (“[P]rivileged and

deliberative materials are not part of the administrative record as a matter of law.”).
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As the District Court for the District of Columbia explained, “[a]s pre-decisional,
deliberative documents are immaterial to the court’s decision [under the APA], they
are not designated part of the administrative record that forms the basis of the court’s
decision.” National Ass’n of Chain Drug Stores, 631 F. Supp. 2d at 27; Oceana, Inc. v.
Pritzker, --- F.Supp.3d ----, 2016 WL 6581169 (D.D.C. Nov. 4, 2016) (“Oceana II”’), at
*7 (summarizing D.C. Circuit precedents and providing extended discussion of
rationale for excluding predecisional, deliberative materials from administrative
record). And because such materials are outside the scope of the administrative
record in the first instance, the agency is not required to produce a privilege log to
identify them and explain their exclusion. Oceana 11, 2016 WL 6581169, at *7
(declining to “requir|e] all predecisional and deliberative documents to be logged in a
Vaughn—type index|,] [which] would place a significant burden on agencies whose
decisions are challenged as arbitrary and capricious”). The district court order here is
in direct conflict with these decisions.

Some district courts within this Circuit have likewise held that internal,
deliberative and predecisional materials are outside the scope of administrative review.
See, e.g., Carlsson v. U.S. Citizenship & Inmmig. Servs., 2015 WL 1467174 (C.D. Cal. Mar.
23, 2015), at *7 n.5; California v. U.S. Dep’t of Labor, 2014 WL 1665290 (E.D. Cal. Apr.
24,2014), at *13. And although this Court has not squarely addressed the issue, it has
strongly suggested that deliberative materials are not properly part of the record for

APA review. Portland Audubon Society v. Endangered Species Commttee, 984 F.2d 1534 (9th
16
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Cir. 1993), involved a request for discovery regarding alleged ex parte contacts with the
agency charged with granting exemptions from Endangered Species Act requirements.
The Court distinguished the purely internal deliberations at issue in the D.C. Circuit’s
Mothers for Peace case (and at issue here) from “allegedly improper ex parte contacts
between decisionmakers and outside parties.” 984 F.2d at 1549. In so doing, the
Court approvingly cited Mothers for Peace in suggesting that the administrative record
includes “neither the internal deliberative processes of the agency nor the mental
processes of individual agency members.” Id. at 1549.

The principle that predecisional, deliberative materials are outside the scope of
the administrative record is also reflected in the scope of review of agency action in
the courts of appeals. When an agency decision is subject to direct review, the
“record to be filed in the court of appeals . . . shall consist of the order sought to be
reviewed or enforced, the findings or report upon which it is based, and the pleadings,
evidence, and proceedings before the agency, board, commission, or officer
concerned.” 21 U.S.C. § 2112(b). Rule 16 of the FRAP defines the administrative

record in the same terms. The advisory committee that adopted Rule 16 in 1967

7 In addition, in a 2010 unpublished disposition, the Court denied a motion to
supplement the administrative record (and provide an accompanying privilege log) to
include various documents, including internal, deliberative and predecisional materials.
The Court stated that it will “assume that an ‘agency properly designated the
Administrative Record absent clear evidence to the contrary,” and held that the
petitioner had made no such showing. Cook Inletkeeper v. Envtl. Protection Agency, 400 F.
App’x 239, 240 (9th Cir. 2010) (quoting Bar MK Ranches v. Yuetter, 994 F.2d 735, 740
(10th Cir. 1993) and Portland Audubon Society, 984 F.2d at 1548).
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explained in the accompanying note that “[t|he record in agency cases is thus #he same
as that in appeals from the district conr—the original papers, transcripts, and exhibits in the
proceeding below” (emphasis added). No one would suggest that the record “in
appeals from the district court” includes deliberative materials prepared within the
court, such as bench memos and recommendations provided to the presiding judge by
his staff, or preliminary drafts of opinions and orders. The trial record comprises the
materials submitted to the court by the parties, the transcripts of the court’s
proceedings, and the orders issued by the court, not the internal deliberative work
product generated within the court’s chambers. As the committee note indicates, the
administrative record in agency review cases is subject to the same limitations.

This principle is also reflected in the terms of the APA itself. In formal
administrative proceedings, the APA provides that the “exclusive record for decision”
consists of “[t]he transcript of testimony and exhibits, together with all papers and
requests filed in the proceeding.” 5 U.S.C. § 556(e). Thus, the contents of the
administrative record are determined by the agency itself as it decides what filings and
testimony to admit into the record. The administrative record comprises the materials
that are admitted by the agency in the course of the proceeding—and only
(“exclusive(ly]”) those materials. Materials that are not “filed in the proceeding”
pursuant to the agency’s procedures, such as internal agency documents memorializ-
ing the agency’s own deliberations, are categorically outside the scope of the

administrative record under section 556(e).
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The APA does not contain a parallel provision explicitly prescribing the scope
of the administrative record in informal agency proceedings. But there is no reason
why deliberative materials should be treated any differently when they are generated in
the course of an informal adjudication or rulemaking than when they are created in a
formal proceeding. If anything, the informal character of the proceeding gives the
agency more, rather than less, latitude in deciding what materials belong in the record.
That decision is one for the agency, rather than the court, to make. Itisa
fundamental principle of administrative law that a court may “not stray beyond the
judicial province . . . to impose upon the agency its own notion of which procedures
are ‘best’ . ...” VVermont Yankee Nuclear Power Corp. v. Nat. Res. Defense Council, 435 U.S.
519, 549 (1978). Thus, a court has no authority to compel an agency to place
deliberative materials in the administrative record, regardless of whether the agency is
proceeding through a formal hearing under 5 U.S.C. § 556 oz, as here, an informal
rulemaking or adjudication.

2. For the foregoing reasons, the district court’s order is clearly erroneous as a
matter of law. The order will cause significant prejudice to FDA if immediate
appellate relief is not provided.

The resources and effort that will be required for FDA to comply with the
district court’s order are extraordinary. As explained in declarations submitted below,
FDA estimates that its five experienced non-scientific Center for Veterinary Medicine

Freedom of Information Act reviewers would require more than three years to

19



Case: 17-71121, 04/19/2017, ID: 10402889, DktEntry: 1-1, Page 26 of 64

complete review of the hundreds of thousands of pages of material amassed thus far
in response to the district court’s order. Garcia-Malene Decl. § 14. As a result,
completing the review by July 11, 2017, the deadline currently issued by the district
court, is a virtual impossibility, and in the absence of a stay of the order, FDA will be
compelled to seek additional time to comply. Completing review by the end of this
calendar year would require FDA to divert substantial resources away from its
mission-critical functions, which include significant public health issues, such as
addressing antimicrobial resistance and preparing enforcement actions involving
products that violate federal law and that could create dangers to human or animal
health. Id 9 21.

The Court has previously concluded that the burden imposed by an erroneous
document production order is a valid basis for granting mandamus relief. Medbhekar .
U.S. Dist. Ct., 99 F.3d 325, 326 (9th Cir. 1996) (per curiam) (burden and cost imposed
by district court improperly requiring Rule 26(a)(1) initial disclosures satisfied second
Bauman factor) (citing Admiral Ins. Co., 881 F.2d at 1491).® The enormous undertaking
and diversion of resources necessary to comply with the district court’s unlawful order

here warrants issuance of the writ.

8 As noted eatlier, see supra note 5, this case differs from Medbekar and others
regarding discovery burdens because it does not merely implicate the interests of
private parties in ordinary civil litigation, but rather those of the Executive Branch
regarding the important question of the proper scope of judicial review of agency
action.
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