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The Impact of a Brand Generic
Launch on the Recovery of
Patent Damages

BY JAMES D. VELTROP AND CHAD A. LANDMON

In the continuing battle between brand name drug
companies and generic competitors, certain brand
companies have begun launching, either directly or by
license, “authorized” or “brand” generic drug products
when ageneric drug isto be introduced on the market by
acompetitor. The launch of abrand generic has both
positive and negative potential consequences for the brand
company. On the one hand, the launch of the brand
generic significantly reduces the profitability of the launch
by the first generic competitor, who otherwise is often
entitled to a six-month window of exclusivity before other
generics can enter the market. In addition, the launch of
its own generic allows the brand company to increase
sales, albeit potentially at the expense of significant
profits on its branded product.

On the other hand, if the brand company also has
patent claims against the generics, itslaunch of abrand
generic might generate additional costs because any
damages it might be entitled to recover could be
substantially less than it might have recovered had it
refrained from launching the brand generic in the first
place. Because the brand generic would be a
noninfringing alternative to the generic product, lost
profits damages could be wholly or partially unavailable
and the brand company would have to rely on alower
measure of damages than lost profits. For example, the
alternative reasonabl e royalties measure of damages could
provide for a substantially lower award than alost profits
measure would provide. In addition, the profits on a brand
generic sale would ordinarily be substantially lower than
on the sale of abranded product. Accordingly, the launch
of abrand generic might suggest that the brand company
lacks confidence in either the merits of its patent claims or
its ability to collect the full measure of damages from
generic companies. Alternatively, it could suggest that the
brand company is at least partially motivated by other
factors, such as reducing the incentives of generic
companies to challenge brand company patents.

The Hatch-Waxman Framework
Before marketing a new drug in the United States, the
federal Food, Drug and Cosmetics Act (FDCA) requires a

drug company to submit a new drug application (NDA) to
the Food and Drug Administration (FDA), demonstrating
that the drug is safe and efficacious for its proposed use.*
Once approved by FDA, new drugs are generally referred
to as“brand name” drugs because they are marketed under
atrademark for the drug product rather than the chemical
name for the active ingredient in the drug product. Along
with the technical studies and other data submitted to
FDA, brand companies are also required to provide FDA
with the patent number and expiration date of any patent
clai mingzthe drug product or method of using such drug
product.” Upon approving the drug, FDA lists this patent
information in a publication entitled “ Approved Drug
Products with Therapeutic Equivalence Evaluations,”
which is commonly referred to as the “ Orange Book.”

In 1984, Congress passed the Hatch-Waxman
Amendments to the FDCA, aiming to increase the number
of generic drugs on the market by providing a streamlined
process for manufacturers to obtain approval for generic
drugs. In particular, manufacturers of generic drugs are
alowed to file an abbreviated new drug application
(ANDA), relying on the safety and efficacy data of the
brand name drug and simply demonstrating that the
proposed generic product is bioequivalent to the approved
drug.® By, among other things, relieving generic
manufacturers from having to undertake the significant
cost of producing their own safety and efficacy data, the
Hatch-Waxman Amendments helped to foster the
incredible growth in the generic drug industry over the last
20 years.

A generic drug company seeking FDA approval for a
generic version of a brand name drug must file, in addition
to technical data, a certification with respect to any patent
claiming the generic product or a method of using such
product. These certificationsinclude: (1) that the brand
company has not filed patent information; (2) that the
patent has expired; (3) that the patent will expire on a
particular date (and until such time the generic company is
not seeking to market its generic product); or (4) that the
patent isinvalid or would not be infringed by the
manufacture, use or sale of the generic drug for which the
ANDA is submitted.* This final certification is commonly



referred to asa“Paragraph |V certification.” With respect
to amethod-of-use patent, the generic company
aternatively might file a statement that such patent does
not claim a use for which it is seeking approval.®

To encourage patent challenges, Congress provided
that the first ANDA applicant to filean ANDA witha
Paragraph IV certification (First Filer) isentitled to a 180-
day period in which it isthe only ANDA applicant
allowed to market a generic version of the brand name
product® Regarding products for which Paragraph 1V
certifications were filed prior to December 8, 2003, the
180-day exclusivity period beginsto run on the earlier of:
(1) the date of the first commercial marketing by the First
Filer; or (2) the date of adecision by a court finding that
the patent that is the subject of the Para7graph v
certificationisinvalid or not infringed.” Under significant
changes made to the Hatch-Waxman Amendments by the
2003 Medicare Modernization Act 2 the 180-day
exclusivity period relating to products for which the first
Paragraph IV certification was filed after December 8,
2003, istriggered only by the first commercial marketing
by the First Filer.® The exclusivity period is, however,
now subject to numerous forfeiture events, including the
failure to commence marketing within 75 days of a
favorable court decision.'

Brand Generics

The 180-day exclusivity period awarded to the First
Filer is extremely valuable to manufacturers of generic
drugs. The courts have repeatedly recognized the
importance of theincentive structure set forth in the
generic exclusivity provisions of the FDCA.** In fact,
most of the profits from a generic drug are generated in
the first six months of sales, corresponding to the
exclusivity period.}? Thus, the First Filer is rewarded with
afirst-mover advantage in the form of market share and
contracts that can benefit it for many years. As
summarized in arecent Wall Street Journal article:

When two generics hit the market at the same
time, companies have to jostle for market share,
which often causes prices to fall. The first
generic to market typically only discounts 20%
to 30% off the branded price, but another entrant
could push that to 40% to 50% off.:

Shortly after the expiration of the exclusivity
window, half a dozen or more generic competitors might
enter the market, causing prices on the generic drug to fall
by 80 percent or more.

A brand company might launch an unbranded, or
generic, version of its brand product either by licensing a
third party or by selling the product itself, typically
through a subsidiary. In either case, the authorized generic
product is usually launched when market entry by the first

generic competitor isimminent or has occurred. Critically,
the authorized generic is marketed and sold during the
180-day exclusivity period, and, as aresult, the First Filer
might seeits profit during the exclusivity period cut in
half. GlaxoSmithKline, Johnson & Johnson, Pfizer,
Bristol-Myers Squibb, and Procter & Gamble are among
the companies that have launched brand generics.**

The reasons behind the launch of abrand generic have
been hotly debated. Some brand companies have claimed
that the practice allows them to maintain sales that would
otherwise inevitably decline in the face of generic entry.
These companies have further claimed that launching
during the exclusivity period enables them to obtain aform
of first-mover advantage against subsequent generic
entrants, which translates into increased profits for yearsto
come. Nevertheless, generic companies dispute these
claims, pointing out that brand companies often lose
substantially more profits from lost sales of branded
products than they make from the sale of brand generic
profits, particularly where the generic company lacks the
capacity or wherewithal to supply the entire generic
demand. They claim that brand companies launch brand
generics solely to reduce the value of the exclusivity
period to First Filers, which has the consequence of
making it less worthwhile for generic companies to
challenge Orange Book patents. Commentators appear to
be in agreement with the generics’ assessment; variously
referring to the brand companies’ practice of launching an
authorized generic as nothing more than a“ patent
protection method”® or “anew tactic to ding generics.

Not surprisingly, the sale of brand generics during the
exclusivity period has been subject to avariety of legal
challenges, including FDA petitions and court
challenges.!” For example, both generic companies and
public interest groups have challenged the marketing of
brand generics under antitrust and unfair competition laws.
These parties have alleged that brand companies
monopolize or attempt to monopolize the relevant market
in violation of Section 2 of the Sherman Act and state
unfair competition laws by substantially reducing the
incentive to challenge patents. In addition, some parties
have alleged that the launch of abrand generic violates
various state competition laws by deceiving the public into
believing that they are purchasing adrug that is not
identical to the brand drug and by price discriminating
between people who purchase the brand labeled drug and
people who purchase the nearly identical, unlabel ed-brand
generic drug.*®

In addition to these court challenges, both Mylan
Pharmaceuticals Inc. and Teva Pharmaceuticals USA, Inc.,
two of the largest generic companies, have submitted
citizen petitionsto FDA asking that it prohibit the
marketing and distribution of brand generics until after the
expiration of the 180-day exclusivity period.*® These
generics have argued, among other things, that the practice
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violates the incentive structure created by the Hatch-
Waxman Amendments to encourage prompt generic drug
entry. So far, these arguments have been unsuccessful
FDA denied both Mylan’s and Teva's petitions,
responding that, unless any related manufacturing changes
pose safety or efficacy concerns, the FDCA does not
“prohibit an ANDA or NDA holder’s use of alternative
marketing practices for its own approved new drug.” %
FDA also noted a separate approval was not required as a
general matter for third -party distribution of an approved
drug. Tevaand Mylan have filed separate suitsto
challenge FDA’s denial of theft citizen petitions?*

Regardless of the legal merits of these challenges,
many generic companies have argued that the practice of
launching brand generics undermines the Hatch-Waxman
Amendments and that congressional action is required.
However, having recently passed the Medicare
Modernization Act, it is doubtful that Congress will take
up again soon the Hatch-Waxman Amendments®? Thus,
the practice of launching authorized generics during the
180-day exclusivity period likely will remain akey brand
company strategy for some time to come.?3

Patent Damages

As discussed above, a brand company’s decision to
launch abrand generic is complex and the reasons for
doing so are amatter of debate. This decision becomes
even more complex, however, when the brand company
has commenced patent litigation or has potential claims
against the First Filer and other generic companies?® In
this situation, the launch of abrand generic could
significantly reduce any damages award by limiting lost
profits damages wholly or in part, thereby forcing the
brand company to rely, at least in part, on reasonable
royalty damages. The brand company might also be
forced to accept alost profits award that is based on the
lower profitability of abrand generic sale. Thus, although
there are many relevant considerations, the launch of a
brand generic could suggest that the brand company is not
confident that it will either prevail in its patent
infringement litigation or it will be able to recover the full
amount of lost profits damages from the generic company.

A brief review of the pertinent areas of patent
damages law helps explain the point. On afinding of
infringement, the patent owner is entitled to recover “any
foreseeable lost profits the patent owner can prove’® or,
alternatively, areasonable royalty >® Asthe Federal
Circuit recently explained in Ericsson, Inc. v. Harris
Corp:

To recover lost profits, a patent owner must
prove a causal relation between the infringement
and its loss of profits. More specificaly, the
patentee must show a reasonable probability that
“but for” the infringing activity, the patentee

would have made the infringer’s sales. To show
“but for” causation, the patentee must reconstruct
the market to determine what profits the patentee
would have made had the market developed
absent the infringing product. Such market
reconstruction must be supported by sound
economic proof of the nature of the market and
likely outcomes with infringement factored out
of the economic picture.?’

The Federal Circuit has approved the Panduit?® test as
one permissible means® of inferring areasonable
probability of causation.>® Under this test, the patenteeis
required to prove “(1) ademand for the patented product,
(2) the marketing and manufacturing capability to exploit
demand, (3) an absence of acceptable noninfringing
substitutes, and (4) the amount of profit the patentee would
have made.” 3!

As asupplement to the Panduit test, the Federal
Circuit has approved the so-called two-supplier test.*?
Under the two-supplier test, a patentee must show “1) the
relevant market contains only two suppliers, 2) its own
manufacturing and marketing capability to make the sales
that were diverted to the infringer, and 3) the amount of
profit it would have made from these diverted sales.”*
Although certain Federal Circuit decisionsrefer to the two-
supplier test as being distinct from the Panduit test, in
effect it merely collapses the first two Panduit factorsinto
one factor.

Of inportance is that the presence of acceptable
noninfringing substitutes may preclude lost profits
damages altogether or at least limit their availability.3*
Indeed, the Federal Circuit regularly precludes lost profit
damages on afinding of acceptable substitutes®

In certain circumstances where there are more than
two suppliers on the market, however, the Federal Circuit
has approved using a market share approach to meet the
second Panduit factor, allowing the patent owner to collect
lost profits based on a percentage of the infringing sales,
even when there are acceptabl e substitutes. In the State
Industries case, the Federal Circuit explained that “[i]n the
two-supplier market, it is reasonable to assume, provided
the patent owner has the manufacturing and marketing
capabilities, that it would have made the infringer’s sales.
In these instances, the Panduit test is usually
straightforward and dispositive.”*® However, if there are
multiple competitors, and the patentee shows an
established market share and, at the same time, meets the
three other Panduit factors, an award of lost profits based
on market share may be proper.3” Under this approach, a
patentee recovers lost profits on the percentage of
infringing sales equal to its market share.*®

Courts have cautioned, however, that the market share
approach should be used only where the patentee has
presented “ sound economic proof of the nature of the



market.” 3 In particular, the market share approach
“assumes that the patent owner and the infringer compete
in the same market.” *° Thus, it is not appropriate to apply
the market share approach when the patentee’ s product
and the infringing product do not directly compete, such
aswhen their prices are so dramatically different that
consumers do not view the two products as substitutes**

For the portion of the infringer’s sales for which the
patentee is unable to demonstrate “but for” causation in
order to collect lost profit damages, the patenteeis entitled
to receive areasonable royalty. ** “The royalty may be
based upon an established royalty, if thereisone, or if not,
upon the supposed result of hypothetical negotiations
between the plaintiff and defendant.”*® The hypothetical
negotiation takes place at atime before the infringement
began and “ necessarily involves some approximation of
the market as it would have hypothetically developed
absent infringement.” * The hypothetical negotiation is
sometimes conceptualized as “arm’ s length negotiations
between awilling licensor and awilling licensee.”*°

To determine the amount of areasonable royalty, the
court should look to the comprehensive list of relevant
evidentiary facts set out in Georgia-Pacific Corp. v. U.S.
Plywood Corp.*® The so-called Georgia-Pacific factors
include, among others:

« royalties paid by the licensee for comparable
patents;

« thelicensor’ slicensing and marketing policy;

« commercial relationship between the licensor and
licensee;

« the duration of the patent and the term of the
license;

« the profitability of the patented product;

« advantages over alternative devices; and

« the amount that alicensor and alicensee would have
agreed upon if both had been reasonably and voluntarily
trying to reach an agreement.*’

The Federal Circuit has eschewed an undisciplined
weighing of these factorsin favor of a more rational
analysisincorporating these factors, which should leave
the hypothetical licensee with areasonable profit based on
the value that the patented invention contributes to the
product being sold.*®

Except in highly unusual situationsthat are not likely
to be found in brand/generic pharmaceutical cases, lost
profit damages will typically far exceed the amount that
might be recovered under areasonable royalty approach.

How Launching a Brand Generic Could
Significantly Reduce Patent Damages

If ageneric company chooses to go to market before
the patent infringement issues are resolved, the brand
company may potentially be entitled to enormous patent
damagesin the form of lost profits. By the time generic
entry occurs, profit margins on brand sales typically range

from 80 percent to 90 percent. Moreover, annual sales for
major drug products can range in the billions of dollars. As
aresult of generic substitution requirements and the vast
differencein price for the generic versus the brand drug,
thefirst generic entrant istypically ableto gain a
substantial market share in the first six months of sales*
The ability to quickly capture alarge percentage of the
market, coupled with what is typically lucrative brand
sales prior to the generic’s entry, means that a generic
could beliable for significant damagesif the generic's
launch comes before any patent disputes are finally
resolved. Because of thisrisk, the Federal Trade
Commission found in its 2002 study that most potential
first generic entrants typically wait until at least adistrict
court decision of invalidity or noninfringement regarding
the listed patent before entering the market.>°

As discussed more fully below, however, if the brand
company launches a brand generic when the generic
market forms, its ability to collect the maximum amount of
lost profit damages from the infringer may be significantly
reduced. Specifically, the measure of damages the brand
company will be entitled to collect will turn on whether
the brand company launches its brand generic through (1)
alicenseto athird party or (2) through direct sales or sales
by an affiliated company. In either case, the brand
company will likely argue that it should still be entitled to
the full measure of lost profits on the brand product.

Licensing

In the case of athird-party license, the brand company
has introduced an acceptable noninfringing substitute into
the marketplace. The brand company will not be able to
dispute that the brand generic, which isidentical to the
brand product and bioequivalent to the generic product, is
an acceptabl e substitute. Rather than exploiting its patent
through its own sales of patented products, the brand
company has made a choice to exploit its patent through
licensing. As such, unlike the case where the substituteis
sold by an unlicensed company, the courts would likely
[imit the brand company to damages based on reasonable
royalties>

If the brand company grants the third party an
exclusive license to market the authorized generic, the
exclusive licensee may join as a plaintiff in any suit and
recover itslost profits against an unlicensed generic
entrant>? Because the brand generic will be selling at a
much lower price than the brand product and because the
exclusive licensee will be paying some sort of royalty to
the brand company (and/or purchasing its supply from the
brand company), any profitslost by the licensee will be
significantly lower than the profits lost by the brand
company. Accordingly, even if the exclusive licensee
recoverslost profits against any generic entrant, the
corresponding damages will be considerably lower than



they would if the brand company had not granted alicense
inthefirst place.

The brand company might nonetheless attempt to
recover some measure of its own lost profits based on the
market share theory—that is, it would argue that a portion
of the generic company’s sales came at the expense of
brand product sales. The courts, however, are not likely to
be very receptive to this argument. The vast majority of
generic sales likely come at the expense of sales made by
the brand generic company. As discussed above, the
Federal Circuit has been reluctant to apply the market
share approach in circumstances where the patentee’s
product and the infringing product are not directly
substitutable, such aswhen they are offered at different
price ranges to different segments of the market. Although
the generic product is bioequivalent to the brand product,
it issold at a much lower price and marketed in a much
different manner. Patients who forego the generic product
are highly likely to choose the similarly priced and
marketed brand generic rather than the brand product. In
the antitrust context, one court recently determined that
generic drugs form a separate market from brand drug
productsin light of the differencesin price and
distribution chains, along with consumer substitution
decisions>?

In addition, the residual market share of the brand
product istypically very low, often in the 10 percent
range. At such low levels, the Federal Circuit could rule
out the award of lost profits damages altogether.

The reasonable royalty per unit of satesislikely to be
substantially less than the amount of profits made on each
brand sale. The amount paid by the authorized generic
licensee to the brand plaintiff will provide an effective
ceiling on the amount recoverable by the brand company.
In addition, the generic defendant will have a number of
arguments, based on the Geor gia-Pacific factors, that the
reasonable royalty should be substantially lower. For
example, the defendant will argue that the reasonable
royalty should exclude payments that are effectively being
made by the authorized generic for anything other than the
patent license, such as product supply or marketing
support.

Direct or Affiliate Sales

If the brand company sellsthe brand generic itself or
through an affiliate, it would be able to arguethat itis
losing brand generic sales to the generic company and
should be entitled to lost profits on those sales. Lost
profits on affiliate sales, however, would likely not be
recoverable in the (unlikely) event that the affiliateis
operati ng under a nonexclusive rather than an exclusive
license.

In the case of an exclusive license, the profitslost on
sales of brand generics would typically be substantially
less than the profits lost on sales of the brand product. As

discussed above, in order to compete in the generic
market, the brand generic may sell at aprice that is50
percent or less of the brand price.>® Obviously, this
significantly reduced price will result in adrastically
reduced lost profits calculation.

TheBrand Argument

A counterargument to the foregoing analysisis that
but for the generic launch, the brand company would not
have launched a brand generic and there would have been
no acceptable, noninfringing substitute. The brand
company would further argue that the relevant measure of
damages is the amount of “profits the patentee would have
made had the market developed absent the infringing
product.”*® Absent the generic launch, the argument
would go, the brand company would not have launched the
brand generic and, under the circumstances, would just be
mitigating its damages.

Thisissue will be debated in the courts. The generics
will likely argue that a brand company’ s decision to launch
abrand generic is asubstantial intervening event that is
under its control. Having adopted the business strategy of
launching abrand generic, the generics will assert that the
brand company cannot have it both ways and recover full
damages. In other words, the allegedly infringing sales
would no longer be the proximate cause of the |oss of
brand company sales. Moreover, it is unclear whether the
brand generic launch would, in fact, minimize short-term
profit loss. The recovery of full damages would appear to
be inappropriate if thereis an issue as to whether the brand
generic launch is motivated by a desire to reduce the
incentive of generic companiesto challenge patents.

Conclusion

Many reasons have been advanced for the launch of
brand generics. Some brand companies have claimed that
brand generics prevent the otherwise inevitable erosion of
salesin the face of generic entry, and give them long-term
first-mover advantages over later-entering generic
companies. Some generic companies have claimed that the
launch of a brand generic actually reduces overall brand
company profits, at least in the short run; and for this
reason is no more than an attempt by the brand companies
to reduce the value of the generic’s exclusivity period,
which may have the effect of deterring patent challenges.

When the brand company has potential patent claims
against generic entrants, the launch of a brand generic may
further reduce overall profits by limiting the damages
awards that are available to the brand company. In such
circumstances, the launch of abrand generic could suggest
that the brand company is not confident about its ability to
prevail on its patent claims or its ability to recover the full
damages award from the generics. On the other hand, the
erosion of brand profits that will result from the marketing
of abrand generic certainly supports the argument of some



generic companies that the launch of abrand generic has
more to do with decreasing the incentives of generic
companies to challenge brand company patents than it has
to do with maximizing profits on the product-at-issue.
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