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IN THE UNITED STATES DISTRICT COURT Fl LED
WESTERN DISTRICT OF TEXAS v :
MIDLAND-ODESSA DIVISION AUG 3 0 2006
- CT COURT
MEDICAL CENTER PHARMACY, efal.  § R s T OF TEXAS
Plaintiffs § BY T
§ DE
\A § MO-04-CV-130
§
GONZALES, et al. §
Defendants §

ORDER GRANTING IN PART PLAINTIFFS’ MOTION FOR SUMMARY JUDGMENT
AND GRANTING IN PART DEFENDANTS’ MOTION FOR SUMMARY JUDGMENT

Before the Court are Plaintiffs’ Motion for Summary Judgment, filed March 31, 2006;
Defendants’ Motion for Summary Judgment, filed March 31, 2006; and numerous responses,
replies, and supplemental briefs. On May 25, 2006, the Court held a hearing over the parties’
Motions for Summary Judgment. After due consideration, and in accordance with the oral
pronouncement made at the hearing, the Court finds the following order shall now enter.

FACTUAL AND PROCEDURAL BACKGROUND

Plaintiffs are a group of ten state-licensed pharmacies that specialize in compounding
prescription drugs for humans and non-food animals. Although the Food, Drug and Cosmetic
Act (“the Act”), 21 US.C. § 301, et seq., does not define the terms compounding or
compounded drug, the practice has been generally defined as the process by which “a pharmacist
or doctor combines, mixes, or alters ingredients to create a medication tailored to the needs of an
individual patient.” Thompson v. W. States Med. Ctr., 535 U.S. 357, 36061 (2002). These
hybrid drugs are typically created in the absence of a commercially available drug which would
serve a similar purpose, or where a commercially available drug contains ingredients to which

the patient is allergic. The practice of compounding drugs from approved ingredients saves time
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and money for patients and physicians. Every state legislature has authorized the compounding
of drugs, and state governments continue to regulate the practice.

On September 27, 2004, Plaintiffs filed the instant lawsuit challenging the authority of
the FDA to regulate compounded drugs and to inspect state-licensed retail pharmacies under the
Act. On January 27, 2005, Defendants filed a Motion to Dismiss, seeking dismissal of the case
for failure to state a claim upon which relief can be granted. At a hearing on May 23, 2005, this
Court denied, without prejudice, Defendants’ Motion to Dismiss and both parties engaged in
discovery. On February 24, 2006, Plaintiffs’ Motion for Leave to File an Amended Complaint
was granted. The Amended Complaint sought declaratory and injunctive relief on seven counts.
Specifically, Plaintiffs requested (1) declaratory judgment under the new drug definitions found
in 21 US.C. §§ 321(p)(1) and (v)(1), (2) injunctive relief under the new drug definitions, (3)
declaratory judgment under the exemption contained in 21 U.S.C. § 374(a)(1), (4) injunctive
relief under the exemption contained in 21 U.S.C. § 374(a)(1), (5) declaratory judgment
regarding the FDA’s policy that compounding from bulk ingredients for non-food animals is
illegal, (6) injunctive relief regarding Compliance Policy Guideline 608.400, and (7) injunctive
relief under 21 U.S.C. § 331(f).

Thereafter, on March 31, 2006, Plaintiffs and Defendants filed competing Motions for

Summary Judgment. In their Motion for Summary Judgment, Plaintiffs seek:

1. a declaration that drugs compounded by licensed pharmacists are not “new
drugs” or “new animal drugs” per se under 21 U.S.C. §§ 321(p)(1) and
W)(1);

2. an injunction that prevents the FDA from declaring that compounded

drugs are “new drugs” or “new animal drugs” under 21 U.S.C. §§
321(p)(1) or (v)(1) and therefore subject to the requirements and
prohibitions imposed upon such drugs under the Act;
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