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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

BIOTECHNOLOGY INDUSTRY
ORGANIZATION

1225 Eye Street NW

Suite 400

Washington, DC 20005,

Civil Action No.

Plaintiff,
V.

THE DISTRICT OF COLUMBIA
1350 Pennsylvania Avenue, N.W.
Washington, D.C. 20004,

ANTHONY WILLIAMS,

in his official capacity as Mayor of the District
of Columbia,

1350 Pennsylvania Avenue, N.W.

Suite 600

Washington, D.C. 20004,

OFFICE OF THE ATTORNEY GENERAL OF
THE DISTRICT OF COLUMBIA

1350 Pennsylvania Avenue, NN'W

Suite 409

Washington, D.C. 20004,

and

ROBERT J. SPAGNOLETTI,

in hus official capacity as the Attorney General
of the District of Columbia

1350 Pennsylvania Avenue, N.W.

Suite 407

Washington, D.C. 20004,

Defendants.
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COMPLAINT

Plaintiff Biotechnology Industry Orgamzation (“BIO™) complains and alleges as

follows:

INTRODUCTION

1 This lawsuit (along with a related suit filed by the Pharmaceutical Re-
search and Manufacturers of America') seeks to have this Court declare invalid, and enjoin the
District of Columbia from enforcing, the Prescription Drug Excessive Pricing Act of 2005 (“the
Act”). The Act has the stated purpose of reducing assertedly “excessive” prices for patented pre-
scription drugs in the District. See Act § 2 (to be codified at D.C. Code § 28-4551). It would do
so, however, by regulating companies and transactions wholly outside of the District of Colum-
bia, and by affecting interstate and foreign commerce. Further, it would do all of this in ways
that conflict directly with the federal statutory framework for encouraging investment in innova-

tive and lifesaving technologies.

2. Under the Act, drug manufacturers and their licensees (but not point of
sale retailers) are prohibited from “sell[ing] or supply[ing] for sale or impos[ing] minimum re-
sale requirements for a patented prescription drug that results in the prescription drug being sold
in the District for an excessive price.” See Act § 2 (D.C. Code § 28-4553). The Act authorizes
the District, as well as “any person directly or indirectly affected by excessive prices of patented
prescription drugs,” to bring suit for excessive pricing. See Act § 2 (D.C. Code § 28-4552(1),

-4555). A prima facie case of excessive pricing is established by showing that the drug’s whole-

sale price is more than 30% greater than the comparable price in any of four foreign countries.

! See Pharmaceutical Research & Mfrs. of Am. v. District of Columbia, No, 05-cv-02015-RJL (filed Oct. 12, 2005).
That case and this one are related cases for purposes of Local Civil Rule 40.5, and a Notice of Designation of Re-
lated Civil Cases is being filed with this Complaint.
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See Act § 2 (D.C. Code § 28-4554(a). It is then left to the defendant to rebut this prima facie
case by showing that the drug is not excessively priced based on factors such as the cost of in-
vention, global sales, and the ability of D.C. residents to pay the price in question. See Act § 2

(D.C. Code § 28-4554(b)).

3. The Act 1s particularly objectionable because it extends the District’s
reach into numerous other states and countries. It contains no geographical limitation on its
scope. On the contrary, it purports to regulate every sale of patented prescription drugs that
merely results in excessive prices in the District. A California manufacturer that sells a drug to a
wholesaler in Illinois could apparently be sued under the D.C. law—and subjected to injunctive
relief and treble damages, among other things—if the drug were ultimately sold in the District at
a price that is deemed “excessive.” Indeed, the Act all but guarantees that 1t will reach only par-
ties and conduct outside the District. It specifically excludes “point of sale retail seller[s].” See
Act § 2 (D.C. Code § 28-4553). It thereby limits its reach to pharmaceutical manufacturers, spe-
cialty pharmaceutical distributors, and wholesalers—the vast majority of which are not citizens

of the District,

4. The extraterritorial scope and reach of the Act are not limited to the
United States. Rather, the Act would link prescription-drug prices in the District to prices in four
foreign countries whose governments strictly regulate drug prices. As a legal matter, this linkage
would cause pharmaceutical manufacturers to take D.C. pricing effects into account when setting
foreign sales angpﬁcing policies. This effect on foreign commerce is flatly impermissible. As a
practical matter, moreover, the Act would import a system of price controls that limits the

amount of research and development investment a manufacturer (and potential investors) can

recoup and potentially reinvest in future innovations. While the federal patent laws encourage
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innovation by offering a market-based return, the price cap imposed by the D.C Act prevents
market-based returns. This aspect of the statute conflicts directly with federal law, and therefore

causes further infirmity.

5. The last century has seen unprecedented improvements in public health,
much of which has resulted from technological advances in the field of medicine. The continued
improvement of public health, however, depends on the ongoing development of new and more
effective treatments. The United States Congress has repeatedly recognized the critical need for
robust medical research. Accordingly, and consistent with the Patent Clause of the United States
Constitution, Congress has enacted and refined a national policy that creates incentives for in-

vestment in this area—specifically, an intellectual property regime to reward innovators.

6. This system maintains a careful balance. It encourages experimentation
and innovation by granting an inventor the right to exclude others from practicing his or her pat-
ented invention for a term of years, but when that period ends, certain patent protections fall
away. Recognizing the unique importance of medical innovation, Congress established a com-
plementary system of incentives for research and innovation in that arena. See, e.g., Drug Price
Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585, codi-
fied at 21 U.S.C. §§ 355, 360cc and 35 U.S.C. §§156, 271, 282; Food and Drug Modernization
Act of 1997, Pub. L. No. 105-115, 11 Stat. 2296, codified at 21 U.S.C. § 355a; Orphan Drug Act,
Pub. L. No. 97-414, codified at 21 U.S.C. § 360aa-360dd. The result of the underlying patent
system, couplec-imwith these additional incentives in the medical arena, has been large-scale in-
vestment by the national capital markets, whose participants undertake the risk of investing in
medical innovation because the congressional framework seeks to ensure market-based returns.

Nevertheless, the thirteen members of the District of Columbia City Council, and the Mayor of
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the District, have determined that the mechanisms for innovation instituted by federal law are
unsatisfactory, and now seek to recalibrate the balance established by Congress. This, the Su-

premacy Clause of the United States Constitution flatly forbids.

% Because the Act regulates entities and conduct wholly outside the District,

it violates the Commerce Clause of the United States Constitution. Art. I, § 8, cl. 3.

8. Because the Act infringes upon Congress’s exclusive power to regulate
commerce with foreign nations, it violates the Foreign Commerce Clause. U.S. Const. Art. I,

§ 8, cl 3.

9. Because the Act upsets the congressionally established system of intellec-
tual property generally, and medical intellectual property in particular, it is preempted by federal
law, and violates the Supremacy Clause of the United States Constitution. U.S. Const. Art. VI,

cl. 2.

JURISDICTION AND VENUE

10.  The claims asserted in this Complaint arise under Article I, § 8 of the
United States Constitution (the Commerce Clause); Article VI, cl. 2 of the United States Consti-
tution (the Supremacy Clause); and 42 U.S.C. § 1983. Accordingly, this Court has subject mat-

ter jurisdiction pursuant to 28 U.S.C. § 1331.

11. This Court may issue a declaratory judgment and “further necessary or

proper relief” under 28 U.S.C. §§ 2201-2202.

12.  Venue in this district is appropriate, pursuant to 28 U.S.C. § 1391(b).
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THE PARTIES

13. BIO is the world’s largest biotechnology organization, providing advo-
cacy, business development, and communications services for more than 1,100 members across
the United States and in 31 other nations. Corporate members span a continuum ranging from
emerging companies in the process of developing their first therapy, to larger companies with
multiple therapies already on the market. In addition, BIO represents state and regional biotech-
nology associations, academic centers, and service providers to the industry, such as legal and
financial firms. The biotechnology industry has more than 200 biotech therapies and vaccines on

the market, and hundreds of millions of people world-wide have benefited from these therapies.

14.  The District of Columbia is a municipal corporation, which was estab-
lished by Congress. See Act of February 21, 1871, ch. 62, 16 Stat. 419, 1. Pursuant to the Act,
the District may bring suit against drug manufacturers (and their licensees) and seek civil penal-

ties, fines, treble damages, injunctive relief, and fees and costs. See Act § 2 (D.C. Code § 28-

4555(a), (b)).

15.  Defendant Anthony A. Williams is sued in his official capacity as Mayor
of the District of Columbia. He is authorized by statute to “take care that the laws [of the Dis-
trict] be faithfully executed,” D.C. Code § 1-301.76, and the Office of the Attorney General of

the District of Columbia operates “under the direction of the Mayor,” id. § 1-301.111.

16.  Defendant Office of the Attorney General of the District of Columbia, has
“charge and conduct of all law business of the ... District, and all suits instituted by and against

the government thereof,” id., and so will be responsible for bringing actions on behalf of the Dis-
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trict of Columbia under the Act, see Act § 2 (D.C. Code § 28-4555(a)). Robert J. Spagnoletti is

sued 1n his official capacity as the Attorney General.

BACKGROUND

Biotechnology Provides Profound Benefits and Offers Untold Future Promise to Society

17.  Biotechnology is critical to the future of world healthcare, and the United
States leads the world in biotechnology research and development. More than half of the in-
vestment in biomedical research and development made in public companies in G-7 countries
occurs in the United States. Emst & Young, Beyond Borders. Global Technology Report 2005
11 (2005). It is beyond question that the discrepancy in investment levels between the United
States and its peer countries results from the free-market pricing system that prevails in the
United States. In the United States, investors receive a market-based return on their investment,
which is limited by the market value of the product. Free markets spur investment in discovery,
which, in turn, benefits the public in the form of innovations that lead to valuable new treatments
and cures for diseases, and therefore longer, healthier lives. In a jurisdiction that employs price

caps on prescription drugs, by contrast, the potential return on investment is sharply limited.

18. Nevertheless, the District of Columbia seeks to import the price control
regimes that have stymied biotechnological investment and development abroad. To understand
the potential negative impact of this decision, it is first necessary to understand the importance of
biotechnological innovation, and the nature of the market in which biotechnology companies op-

erate.

19.  Biotechnology is the use of cellular and biomolecular processes to solve

problems or make useful products. Its application to address serious healthcare issues is well
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