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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PAR STERILE PRODUCTS, LLC, et al.,

Plaintiffs,
v. Case No. 1:17-cv-02221-APM
ALEX M. AZAR 11, Secretary of Health and
Human Services, et al., REDACTED
Defendants,
and

ATHENEX PHARMA SOLUTIONS, LLC,
etal.,

Intervenor-Defendants.

PLAINTIFFS’ MOTION FOR PRELIMINARY INJUNCTION

Plaintiffs Par Sterile Products, LLC and Endo Par Innovation Company, LLC (collectively,
“Par”) respectfully move the Court for a preliminary injunction (1) enjoining Defendant Food and
Drug Administration’s (FDA) unlawful Interim Policy on Compounding Using Bulk Drug
Substances Under Section 503B of the Federal Food, Drug, and Cosmetic Act (Jan. 2017) (the
Bulk Compounding Decree), see Ex. 3'; or alternatively, (2) enjoining the listing of vasopressin in
Category 1 of the nominations list under the Bulk Compounding Decree, Ex. 8, and enjoining FDA
from authorizing bulk drug compounding using vasopressin without compliance with the new-
drug approval process, see 21 U.S.C. § 355, or the statutory exemption therefrom at 21

U.S.C. § 353b. In support of this motion, Par relies on the attached memorandum, which

! Attached to the Declaration of Andrew D. Prins, filed contemporaneously.
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establishes that Par is likely to succeed on the merits and will suffer irreparable harm absent
preliminary relief, that other interested parties will suffer little or no harm as a result of preliminary
relief, and that preliminary relief is in the public interest. Should the Court conclude that Par has
demonstrated a likelihood of success on the merits, but has not otherwise satisfied the requirements
for preliminary relief, Par respectfully requests that the Court convert this motion to one for
expedited summary judgment—the issues presented are purely legal and require no further factual
development. See, e.g., March for Life v. Burwell, 128 F. Supp. 3d 116, 120 (D.D.C. 2015); Morris
v. District of Columbia, 38 F. Supp. 3d 57, 62-63 (D.D.C. 2014).

Counsel for Par conferred with counsel for Defendants and Intervenors regarding Par’s
request for preliminary relief; they oppose.
August 21, 2018 Respectfully submitted,

/s/ Philip J. Perry

Philip J. Perry (DC Bar No. 434278)
John R. Manthei (DC Bar No. 447123)
J. Ben Haas (DC Bar No. 479834)
Andrew D. Prins (DC Bar No. 998490)
LATHAM & WATKINS LLP

555 Eleventh Street NW, Suite 1000
Washington, DC 20004

Tel: (202) 637-2200

Fax: (202) 637-2201

Email: philip.perry@lw.com

Attorneys for Plaintiffs
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INTRODUCTION

Plaintiffs bring this motion for preliminary relief because Defendant Food and Drug
Administration (FDA) has illegally authorized so-called “bulk compounders” to sidestep the drug
approval process, enter the market, and compete with Plaintiffs’ FDA-approved drug, in direct
contravention of Congress’s express statutory mandates to FDA. Intervenor Athenex is one such
bulk compounder, and its intervention papers demonstrate exactly the irreparable harm Plaintiffs
now face. And FDA’s own statements over recent months recognize the need to remedy the
statutory violations that have regrettably necessitated this motion.

Traditionally, the act of a pharmacy “compounding” a medication was a patient-specific
process based on an individual patient’s needs and a specific patient prescription from a physician.
For example, a pharmacist might compound an ordinarily solid oral dosage into an oral liquid
dosage for an elderly patient who could not swallow pills. By the early 1990s, however, the
distinction between traditional pharmacy compounding and drug manufacturing began to blur, as
nominal “pharmacies” opened factories to begin “manufacturing drugs” without FDA approval
and without the attendant safety and efficacy protections required for federally approved drugs.
See generally Med. Ctr. Pharmacy v. Mukasey, 536 F.3d 383, 389-90 (5th Cir. 2008). Such bulk
compounders rationalize their practice as akin to traditional pharmacy compounding, but in
practice they operate as large-scale drug manufacturers.

More than four years ago, Congress gave FDA very explicit instructions on how to address
large-scale bulk compounding when it enacted the Drug Quality and Security Act (DQSA)
amendments to the Federal Food, Drug, and Cosmetic Act (FDCA). Congress passed the DQSA
in response to a national catastrophe: an unlicensed bulk drug compounder, the New England
Compounding Center, had mass-produced purportedly sterile drugs outside of the FDA approval

process. Dozens of people who took the compounded drug died and hundreds more were sickened.



Case 1:17-cv-02221-APM Document 33 Filed 08/27/18 Page 13 of 58

See 159 Cong. Rec. 14,610, 14,650 (2013) (statement of Rep. Murphy). The “outbreak [wa]s one
of the worst public health disasters in our country’s history.” Id.

The DQSA set forth clear ground rules for bulk compounding. Bulk compounders are not
allowed to sidestep the lengthy scientific processes for FDA new drug approval unless several very
specific criteria are met. See generally 21 U.S.C. § 353b. Congress instructed that bulk
compounders could not compound any drug that would be “essentially a copy” of an FDA-
approved drug. Id. § 353b(a)(5). And, as relevant here, FDA may allow bulk compounding of a
specific drug substance only if FDA first determines, through a statutorily mandated multi-step
process involving public notice and comment, that the compounded drug is genuinely necessary
to meet an unaddressed “clinical need.” See id. § 353b(a)(2)(A). Ignoring both of those explicit
statutory requirements and the regime put in place by Congress, FDA instead implemented its own
regime through its Bulk Compounding Decree, which is nominally labeled an “interim guidance”
document. See Ex. 3, FDA, Interim Policy on Compounding Using Bulk Drug Substances Under
Section 503B of the Federal Food, Drug, and Cosmetic Act (Jan. 2017) [hereinafter Bulk
Compounding Decree].? Under the Decree, FDA accepts “nominations” from bulk compounders
for a “Category 17 list of substances that can then be permissibly compounded, with no
determination of whether the compounded drug would be “essentially a copy” of an FDA-
approved drug and without the mandatory statutory process for assessing whether there is a
“clinical need” for the compounded drug. See id. at 5.

Plaintiffs are the owner and manufacturer of an FDA-approved drug, Vasostrict®, which

contains the active ingredient vasopressin. Plaintiffs initiated this suit in October of 2017,

2 All exhibits referenced in this memorandum are attached to the Declaration of Andrew D. Prins,
filed contemporaneously.
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explaining in detail how FDA’s Decree not only violates the DQSA but is also fundamentally at

odds with core elements of the FDCA, including its new drug approval process (which specifically

addresses “generic” and other follow-on drug products) and statutory protections for patent
holders. See Compl. 9 43-51, 68-82, ECF No. 1. Inresponse, FDA changed course. It initiated

a new process to comply with the DQSA, and made several public statements recognizing the need

to conform its bulk compounding regime to the requirements set by Congress in the statute:

. “A critical component of the FD&C Act is its restrictions on compounding drugs
that are essentially copies of FDA-approved or commercially available products.”

. “Because they are subject to a lower regulatory standard, compounded drugs should
only be distributed to meet the needs of patients whose medical needs cannot be
met by an FDA-approved drug.”

. “The FDA’s decisions will be guided by the conditions set forth in the statute, so
that bulk drug substances are placed on the 503B bulks list only when there is
clinical need to compound drugs using these substances.””

. “[Clompounding drugs using bulk drug substances, when the use of an FDA-
approved drug or a drug compounded using an FDA-approved drug would meet

patients’ medical needs, can undermine the drug approval process by reducing the

incentive for drug manufacturers to seek approval of brand or generic drugs.”®

3 BEx. 5, FDA, 2018 Compounding Policy Priorities Plan (Jan. 2018) [hereinafter 2018 Priorities
Plan].

4 Id.
‘Id.

® Ex. 6, Press Release, FDA, Statement from FDA Commissioner Scott Gottlieb, M.D., on a key
step in advancing FDA’s oversight of drug compounding and implementing new laws governing
outsourcing facilities (Mar. 23, 2018) [hereinafter 2018 Clinical Need Guidance Announcement].



