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Patent Holder Remedies & Drug Product Launches 
Contributed by Robert Counihan, Eric Majchrzak & Erica Sutter, Fenwick & West 

For every pharmaceutical company—and especially smaller companies that are bringing their first or second product to the 
market—launching a new drug product is an exciting, but stressful time. From a legal perspective, every pharmaceutical 
company that hopes to bring a new drug product to market should first thoroughly consider the intellectual property 
landscape in its area. 

Even when it appears there are no competing products in the company's therapeutic space, third-party patents may cover 
the company's product, general method of treating patients, or some other crucial pharmaceutical trait. And litigation—or 
merely the threat of litigation—over such patents can create significant ramifications for the launching company. Thus, 
understanding how such patents could potentially impact a successful product launch is essential. 

This article explores the remedies that patentees could seek against a pharmaceutical company looking to launch a new 
drug product, specifically the launch of new “innovator” products as opposed to generics. It first considers possible 
injunctive remedies—which could prevent a new drug from launching. Next, it examines potential monetary remedies—
which accrue after a product launches—that a patentee may seek through litigation. 

Injunctive Relief 

In patent law, injunctions are typically court orders that prevent a company from making, using, selling, or importing 
infringing products or services. A patentee who secures an injunction may prevent an infringer—or an alleged infringer—
from selling or even producing their drug product. Injunctions can therefore be valuable remedies for patentees. There 
are two general types of injunctions: temporary and permanent. 

Temporary Restraining Orders & Preliminary Injunctions 

Temporary injunctions include preliminary injunctions and temporary restraining orders (TROs). These injunctions allow a 
court to maintain the status quo—i.e., keeping the new drug product off the market—while determining the case's merits. 

A preliminary injunction is “an extraordinary remedy never awarded as of right.” Takeda Pharm. USA, Inc. v. Mylan Pharm. 
Inc., 967 F.3d 1339, 1345 (Fed. Cir. 2020) (quoting Winter v. Nat. Res. Def. Council, Inc., 555 U.S. 7, 24 (2008)). A patentee 
may seek a preliminary injunction anytime during litigation to keep a new product off the market until the court issues a 
final judgment. 

To receive a preliminary injunction, a patentee must show they are “likely to succeed on the merits.” That is, they are likely 
to show the accused infringer infringes the patent claims and the patent claims are not invalid; are “likely to suffer 
irreparable harm in the absence of preliminary relief;” the “balance of equities tips” in their favor; and “an injunction is in 
the public interest.” Takeda, 967 F.3d at 1339 (quoting Winter, 555 U.S. at 20). 

TROs resemble preliminary injunctions but are more limited in time—they last only a short, specified period, as opposed to 
the full duration of a litigation. TROs are a first-line, emergency relief that a patentee may seek if infringement—e.g., a new 
product's launch—is imminent. “The standard for issuing a temporary restraining order is identical to the standard for 
issuing a preliminary injunction.” Lockheed Missile & Space Co., Inc. v. Hughes Aircraft Co., 887 F. Supp. 1320, 1323 (N.D. 
Cal. 1995); Mays v. Dart, 453 F. Supp. 3d 1074, 1087 (N.D. Ill. 2020); Bourgoin v. Sebelius, 928 F. Supp. 2d 258, 267 (D. Me. 
2013). 

Permanent Injunctions 

Permanent injunctions are issued to successful patentees at the conclusion of litigation. These injunctions prevent 
infringing activity—e.g., making or using an active pharmaceutical ingredient or drug product or using a drug product to 
treat certain claimed diseases—until the patent expires. 

To obtain a permanent injunction, a patentee must first succeed in litigation by proving that the product about to launch 
or a method of using that product infringes its patent and defeating any arguments suggesting that its product is invalid. 
The patentee must then demonstrate that it has suffered an irreparable injury, that remedies at law are insufficient to 
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compensate for that injury, the balance of hardships between itself and the infringer favors a permanent injunction, and 
that a permanent injunction would not harm the public interest. eBay Inc. v. MercExchange, LLC, 547 U.S. 388, 391 (2006). 

Unique Considerations in Life Sciences 

While it is difficult for a patentee to obtain an injunction in any industry, it is especially difficult in the life sciences space. 
This is because, in a typical situation, the public interest will include consideration of the fact that the product in-question 
is a medicine, medical device, or other treatment that provides a health benefit to patients. 

As courts have explained, “for good reason, courts have refused to permanently enjoin activities that would injure the 
public health.” Cordis Corp. v Boston Sci. Corp., 99 Fed. Appx. 928, 935 (Fed. Cir. 2004); Apple Inc. v. Samsung Elecs. Co., 
809 F.3d 633, 647 (Fed. Cir. 2015). And, if a patentee “fails to show ‘that the public interest would not be disserved by a 
permanent injunction,’ then the district court may not issue an injunction.” Amgen Inc. v. Sanofi, 872 F.3d 1367, 1381 (Fed. 
Cir. 2017) (quoting eBay, 547 U.S. at 391). 

When confronted with such considerations, patentees will often point to their own product, and its ability to satisfy current 
market demand, which can overcome any public health concern. Amgen, Inc. v. F. Hoffmann-La Roche Ltd., 581 F. Supp. 
2d 160, 212 (D. Mass. 2008). But, because pharmaceutical products often work in unique ways, accused infringers typically 
argue that the new product will serve at least some segment of the population better than what already exists on the 
market—making the public interest favor denying a permanent injunction. 

Thus, an understanding of the two parties’ products, and the patients they treat, is critical to evaluating the potential for 
obtaining an injunction in the life sciences industry. As might be expected, experts typically play a significant role in 
explaining each parties’ positions to the judge. 

Monetary Damages 

Beyond injunctive relief, patentees may also—or alternatively—seek monetary damages. Monetary damages typically accrue 
only once an infringing product is already on the market. The measure of damages depends on the particular facts of each 
case and, in particular, the patentee's situation. Patentees with similar products on the market to those of the accused 
infringer may seek lost profits damages while non-commercial competitor patentees are limited to a “reasonable royalty.” 
In certain circumstances, such as when a case is declared “exceptional” because a patent is clearly invalid or the infringer 
infringed willfully, a court may award treble damages, meaning the damages may be multiplied by up to three times. 

Lost Profits 

Lost profits compensate a patentee for sales that they would have made but for the infringing activity. Lost profits are thus 
only available when the patentee is a commercial competitor of the company seeking to launch a new drug product; for 
example, when the patentee is another pharmaceutical company with a similar product that treats the same disease. This 
measure of damages is the most patentee-friendly and typically results in the largest damages amounts. 

To qualify for lost profits damages, a patentee must prove that there was a demand for the patented product, there were 
no acceptable non-infringing substitutes, the patentee had the capability to fully supply the market, and the profits it would 
have made if there was no infringing activity decreasing its commercial activity. Rite-Hite Corp. v. Kelley Co., Inc., 56 F.3d 
1538, 1545 (Fed. Cir. 1995) (en banc). 

In some limited situations, lost profits are also available for products beyond the patented item itself. These so-called 
convoyed sales extend the measure of damages to a patentee's lost sales on items that are functionally related to the 
patented product. Warsaw Orthopedic, Inc. v. NuVasive, Inc., 778 F.3d 1365, 1375 (Fed. Cir. 2015) (citing Rite-Hite, 56 F.3d 
at 1546-50). 

While convoyed sales arguments are not commonplace in life sciences litigation and patentees may have difficulty with 
such claims, they are also far from unheard-of. Bioverativ Inc. v. CSL Behring LLC, 2020 BL 80702, at *3-6 (D. Del. Mar. 4, 
2020); GlaxoSmithKline LLC v. Glenmark Pharm. Inc., 2017 BL 177492, at *1-3 (D. Del. May 26, 2017). 

Reasonable Royalty 

If a patentee cannot successfully prove entitlement to lost profits, it may nonetheless seek a reasonable royalty. By statute, 
this is the minimum amount that a successful patentee may recover. 35 U.S.C. § 284. 
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Courts determine reasonable royalties by looking to established royalties for the relevant patent—e.g., the rate at which the 
patentee licensed the patent to another party—or, if there is no established rate, the rate that the patentee and infringer 
would have agreed upon in a hypothetical negotiation. Rite-Hite, 56 F.3d at 1554. 

Determining the rate that would result from a hypothetical negotiation is a complex undertaking and, to do so, courts 
consider several factors. Those factors include, among others: the rates paid for the use of other, comparable patents; the 
nature and scope of the license; the commercial relationship between the licensor and the licensee; the remaining term of 
the patent; the utility and advantages of the patent property over old modes and devices; the extent to which the infringer 
has already made use of the invention; the portion of profit or selling price that may be customary in the particular business 
to allow for use of the invention; the portion of the realizable profit that should be credited to the invention as opposed to 
non-patented elements; and the opinion of experts in the field. Georgia-Pacific Corp. v. U.S. Plywood Corp., 318 F. Supp. 
1116, 1120 (S.D.N.Y. 1970). Expert testimony heavily influences the analysis of these factors. 

Some examples of court-issued reasonable royalties in the pharmaceutical space include: a 17.78% royalty, yielding an 
award of $155,190,264, in Bayer Healthcare LLC v. Baxalta Inc., 16-cv-1122, D.I. 501 (D. Del.), aff'd, (Fed. Cir. 2021); $70,00,000 
in Amgen, Inc. v. Hospira, Inc., 15-cv-839, D.I. 386 (D. Del.), aff'd, 944 F.3d 1327 (Fed. Cir. 2019); and $15,000,000 in Integra 
Lifesciences I, Ltd. v. Merck KGaA, 331 F.3d 860 (Fed. Cir. 2003). 

Conclusion 

Understanding the possible remedies that a patentee may seek against a new drug product—either before it comes onto 
the market or after—is a crucial part of a successful launch. Pharmaceutical companies, after thoroughly researching the 
intellectual property surrounding their new product and therapeutic space, should further endeavor to fully appreciate 
what remedies patentees may seek against their new product—whether a patentee could seek to block the launch of their 
product entirely or whether financial compensation would be the limit to what a patentee can seek. Only with that 
knowledge can a pharmaceutical company develop a comprehensive launch plan that includes necessary and prudent 
pre-launch preparatory steps. 

See also the authors’ related article on timing considerations when enforcing a patent against a pharmaceutical 
product launch. 
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