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82 _ _ The Generic Challenge

HIERARCHY 0F PATENTS

Compound Parents
The best pharmaceutical patent is a compound patent. This type
of patent claims the active drug compound as well as its salts, es—
ters and hydrates. It also typically covers a broad range of similar
compounds to prevent a competitor from making a chemically
similar drug. One common strategy is to file a broad patent on
the compound, and then file a continuing application narrowly
covering the active drug agent that is expected to become the
approved product. This will result in the granting of two patents
with the same expiration date both covering the approved prod—
uct. The first one will‘be “good” as it is broad and the second will
be “strong” as it is narrow.

The reason the compound patent is the best pharmaceutical
patent is that it covers a drug product no matter how it is formu'—
lated, no matter how it is made, no matter what it is sold for and

no matter what use it is put to, as long as it contains the patent—
ed compound. According to a recent Court of Appeals decision
which overturned a lower court ruling on this issue (SmithKline
42 Apotex, CAFC 2004), even the amount of that compound is
not important, so that a -drug product will infringe a compound
patent even if it contains only a trace of the patented cornpound
and even if an infringer did his best to try to keep that trace out
of his product.

Medical Use Patents

The ‘next most valuable type of pharmaceutical patent is a medi«
cal use patent. This type 0i'paI:cnt covers the approved medical
use or inclication of an appmyccl drug product. It can also cover
tI1‘i:1ppri3\rerl medical 1_l5E‘.S. Typically, a meclical use claim for

treatrrienr of a spec-ific rlisense or condition is directly izifringed
only by 21. pat'ient with that riisezise or contlition or by the doc—
tnr for p1'escri|1ing it, but not by the drug product mt-mufacturer.
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Pharmaceutical, Bioiogicai and Medical Device Patents 83

However, the law makes one that actively induces another to
infringe liable as a direct infringer. When a drug product is put
on the market, it must contain instructions for use and these in-
structions provide the necessary “active inducement” to charge
the manufacturer with infringement. As a result, a medical use
patent will effectively prevent infringement of a drug product
labeled for the patented use.

What about infringement of off-label patents, that is\,\ pat-
ents which cover a medical use not on the label of a drug prod—
uct, since many drugs today are used extensively by doctors
for off—label medical uses? That is a more difficult question
to answer and that is one reason why a compound patent is
better than a use patent, since there is infringement with a
compound patent regardless of the use or whether the use is
approved or not.

There are two general situations in which off—label infringe—
ment occurs. The first is off-label use where an infringing prod-
uct is labeled and sold for a given use, but prescribed by physi-
cians for a patented use not on the FDA approved label. In
order to show inducement of infringement, the patent owner

would have to provide evidence that the drug manufacturer
knew of the off—label use and actively induced others to in—
fringe. This tends to be an issue that revolves around obtaining
evidence of knowledge and intent of the drug manufacturer
including evidence of any overt acts to induce infringement.
Examples of activities that could suggest active inducement are
any promotional or informational activities for the off—label use
by the manufacturer or by third parties connected to the manu-
facturer in one way or another, such as statements by company
sales people, company website references to the indication or
educational programs for physicians to teach the off—label use
that are directly or indirectly sponsored by the manufacturer.

The second off—label use is in the context of an abbreviated
new drug application (ANDA) (see page 50 under Types of
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84 The Generic Challenge

Drug Filings) filing for a generic drug. Until 2003, it was com»
mon practice for innovators to list off—label patents in the FDA
Orange Book which would then require generic companies to
file Paragraph lV certifications which would allow the patent
holder/innovator to file suit against the generic company for pat-
ent infringement and would prevent the FDA from approving
the generic drug for 30 months. The current case law (W/amer—
Lambert 4/ Apotex, CAFC 2003) and related FDA regulations and
federal legislation make it clear that innovators can no longer
list off—label patents in the Orange Book. This is discussed in
more detail in future chapters.

However, where a generic company tries to obtain labeling
for less than all the approved uses for an innovative drug, and
one of those uses is patented by the innovator, the innovator
may still sue for infringement. In a recent case, (Takeda U W/at»
son Pharmaceuticals, ZOO3), a lower court ruled a patent holder
may sue a generic company for inducing infringement of its use
patent based on the filing of an ANDA even though the appli—
cation was pending and no sales had been made.

Formulation Patents

The third basic type of patent for drug products is a formulation
patent that typically cm»'i':i':a the active drug agent in the specific
formulation for use in the hcidy. Sometimes. the formulation pat—
ent covers a unique exc.ipii:nt such as a stabilizer or preservative
used in the formulation. A formulation patent offers the least
desirable patent protection because typically it can be avoided
by using a different formulation. However, in the context of an
ANDA submission for a generic drug, a formulation patent, no
matter how narrow, may be ideally suited to prevent copying of
the drugjby a generic company.

This is because of the regulatory requirements for pharmaceu—
tical equivalence and bioequivalence that a generic drug must
meet. While a generic drug is allowed to have minor changes in
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