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The United States is probably the single greatest user of compulsory licensing in the world.

However, the United States does not have a single compulsory licensing statute -- compulsory licensing authority is contained in many different corners of the law and government authority -- and it generally does not use the term "compulsory licensing."

Authority for compulsory licensing in the United States comes from:

* A very aggressive government use statute;

* Competition policy;

* Law covering particular areas of the economy or kinds of inventions, and a number of copyright specific statutes; and

* To some extent, evolving core principles of U.S. law.

This paper provides an overview of U.S. compulsory licensing for government use and to remedy anti-competitive practices, and compulsory licensing in one industry sector, pesticides and agrichemicals. The paper concludes with a brief assessment of recent and ongoing changes in U.S. patent law making informal compulsory licensing much more prevalent.

The paper does not examine a number of other specific compulsory licensing statutes and rules.
 These include U.S. government rights to issue compulsory licenses for patents invented with federal funding (but which are owned and controlled by private parties); compulsory licensing provisions in the U.S. Clean Air Act (for pollution control devices) and the Atomic Energy Act; far-reaching compulsory licensing rules for copyright, or specific compulsory licenses issued for cable and satellite television programming; and U.S. states' right to ignore patents altogether.

Understanding the U.S. experience with compulsory licensing is important for a variety of reasons. It constitutes a wide body of practice, and therefore demonstrates how different procedures and approaches work out in the real world. There is a lot to emulate in U.S. law, and some things to avoid. In most, though perhaps not all, cases, U.S. negotiates TRIPS and trade agreement rules to ensure that U.S. practices are compliant. Following the U.S. example -- or even referencing it -- can give countries political cover: its hard for the United States to complain about other countries doing what it does.

U.S. Government Use

The U.S. federal government maintains very broad rights to compulsory license inventions for its own use. U.S. government use authority is located in 28 USC 1498(a). It reads:

 “Whenever an invention described in and covered by a patent of the United States is used or manufactured by or for the United States without license of the owner thereof or lawful right to use or manufacture the same, the owner's remedy shall be by action against the United States in the United States Court of Federal Claims for the recovery of his reasonable and entire compensation for such use and manufacture.” 

This is confusing language, but the underlying concepts are simple. In short, the U.S. government can compulsory license any invention for its own use, or use by contractors. There are no prior negotiations required -- in fact, the government typically gives contractors the blanket right to use patents without even knowing what those patents are, or whether they will be needed. The patent holders' sole recourse is to demand compensation from the government. 

More specifically, here are the key elements of the statute:

1. The statute covers all inventions or patents existing in the United States. 

2. There is no need for prior negotiation with the patent holder.

3. The government has an automatic right to use any patent, for any governmental purpose. No special authorization is required by any government official.

4. The government may authorize contractors to use any patented invention, if they are manufacturing for the United States, or providing a service to the government. This may be done by contract, and typically grants the broad governmental powers to the contractor. That is, they too obtain an automatic right to use any patented invention without prior negotiation. There is no need for them to obtain authorization from the government to use any particular patent. (Some contracts are narrower than this.)

5. The patent holder's only remedy is to seek compensation from the government. They cannot obtain injunctions, either against the government or against government contractors. It doesn't matter whether the government could have avoided infringing the patent. And since the government has an automatic and absolute right to use any patent, the patent holder cannot delay the government's use of the invention. 

6. All cases involving use of the statute are heard by the Court of Federal Claims, a specialized federal court. It is not TRIPS required that dispute or appeals be handled by a court.

7. Compensation must be paid to patent holders, offering them "reasonable and entire compensation." As it has evolved, this language has suggested higher rather than lower royalty rates, though U.S. law in this area is in some flux, as discussed below. The general rule in U.S. government use cases is that courts look to commercial royalty rates, if there are any. If that information cannot be determined, they do a best estimate of what the market would have worked out -- what would a willing buyer and willing seller have negotiated? 

Underlying the statute is an objective of promoting competition in government contracting. The government wants to get the best price it can for those providing services, without being price gouged or coerced by patent monopoly holders. (The government grants the patents in the first place, after all.) A 1966 statement from the Comptroller General, the head of a key independent Congressional research agency described the basic theory: "Government contracts should not be restricted to patent holders and their licensees where patents are held, but rather all potential sources should be permitted to compete for Government contracts regardless of possible patent infringement."

One commentator, Lionel Lavenue, says "Section 1498 induces patent infringement by the United States during government contracting -- 'the contracting of patent infringement.'"

Federal Acquisition Regulation policy guidelines -- the regulatory rules covering government procurement -- state, "Generally, the Government will not refuse to award a contract on the grounds that the prospective contractor may infringe a patent."

In practice, Section 1498 is exercised mostly by contractors rather than directly by the government itself. The government gives contractors rights to use Section 1498 through "authorization and consent clauses" -- broad language transferring the entirety of U.S. rights to the contractor. These clauses state: "the Government authorizes and consents to all use and manufacture of any invention described in and covered by a United States patent in the performance of this contract or any subcontract at any tier." 48 CFR § 52.227-1.
 

Because the system it is automatic, it is not clear what proportion of cases where the government or contractors use Section 1498 end up in court. There isn't that much to litigate -- the merits of the government use license, or whether there was a proper prior negotiation are never litigated or in dispute. Those issues are simply not open to litigation under Section 1498. The cases that do go to court usually focus on two issues: If a contractor used a patented invention, was it authorized to do so by the government? What compensation is due to the patent holder?

The cases focused on authorization usually evolve where a patent holder sues a contractor for infringement. As a defense to the claim of infringement, the contractor argues that it was authorized to use the patent by the government.

The government use authorization may be explicit in a contract, using the kind of language noted above. Contract language is typically very broad, but sometimes it includes a narrower authorization for contractors to use patents. The courts have also found that government use authorization may be implicit.
 In other words, in the United States, there may be legitimate, TRIPS-compliant government use of patented inventions by contractors, in cases where they were never given explicit authorization by any government official or in any contract. Implied authorization is found by looking at such things as specifications or drawings, 
 and assessing whether they necessarily contemplate using patented inventions. 

In Sevenson Environmental Services Inc. v. Shaw Environmental, Inc. 477 F.3d 1361 (2007), the government hired Shaw Environmental to clean up a parcel of lead-contaminated land owned by the government and managed by the Army Corps of Engineers. Shaw used a patented invention (a cleanup method involving phosphoric acid) owned by Sevenson. Sevenson argued that Section 1498 did not apply because "the primary purpose" of Shaw's contract did not envisage use of Sevenson's patent. It argued as well that Shaw's contract covered a range of sites and different operations, that the government has not selected the remediation method that used Sevenson's invention, that Shaw had alternatives, and that Shaw reaped the benefit of using Sevenson's patented technology. Sevenson's specific factual arguments on the "for the Government" question also fail. All of these things, the court said, are irrelevant. Shaw's contract gave it authority to use patented inventions, and Shaw used the invention while fulfilling the contract. Nothing else mattered.

In another recent case, John M.J. Madey v. Duke University, 413 F. Supp. 2d 601 (2006), a court held that a university contractor doing research under a federal contract was covered by Section 1498. Even work done under a general research grant from the National Institutes of Health constitutes work "for the government" for purposes of Section 1498. Whether the contract provides authorization for use of patented inventions, the court held, was not clear based on the evidence it reviewed. It did hold that research grants from the Defense and Energy Departments did provide such authorization.

In another case, a court ruled that a subcontractor providing testing equipment to a government contractor could use a patented invention under Section 1498.
 

The cases focused on compensation treat the matter as one of infringement, and they set damages as they would be in a U.S. infringement case -- a matter now in flux.

In Dow Chemical, the government used a patented invention to fill in mines to prevent land subsidence. The trial court ruled that the government's royalty should be 15 percent of the value of the land saved. The appellate court reversed this decision. The appeals court held, first, that the compensation should be based on the use of the invention, not the benefit conferred. In other words, rather than basing the royalty on the value of the land preserved, it should be based on the cost of preserving the land. The appeals court also held that the 15 percent figure was too high, and that the proper royalty should be based on commercial terms -- Dow had initially proposed a 2 percent royalty to the government (as compared to its standard 8 percent royalty claim for this patent).

In Hughes Aircraft v. United States (1998), the court settled on a 1 percent royalty. The case involved an invention controlling the orientation of the spin axis of spin-stabilized space vehicles. A key factor was that a lower royalty should be used when there is a large compensation base (though U.S. law is now evolving to use a smaller compensation base -- in other words, the compensation should be based on the value of the Hughes invention, not the value of space ship). The court also discussed a range of other factors to be considered in setting compensation: was the invention a "pioneer" invention? Does the patent holder have other uses of the invention besides the government use? How soon did alternatives emerge? In sum, the court said, royalties should be assessed based on the entirety of circumstances.

Other examples of royalty setting cases in instances of government use include a 3.5 percent royalty on postal money order processing system (designed to defeat fraudulently altered money orders),
 and 4.5 percent for rocket-deployed explosive net for clearing mines.

U.S. Competition Policy: Areas of Use and Authorities

The United States frequently issues compulsory licenses to remedy anti-competitive conduct. The two main areas of competition policy-related compulsory licenses involve merger approval, and cases of abuse of patent rights. The number of cases have dropped significantly under the Bush administration, especially in the patent abuse area, but there are still significant numbers.

The authority to impose compulsory licenses rests with competition authorities, the U.S. Federal Trade Commission and the Antitrust Division of the Department of Justice. Although the agencies often cannot directly issue compulsory licenses -- the ultimate legal authority in merger cases rests with courts -- they are in these instances typically able to negotiate compulsory licenses in consent decrees to resolve disputes.

Merger Approval

In the United States, merging firms of substantial size must file papers with the antitrust authorities and give them an opportunity to review the merger for potential anticompetitive impact. The antitrust authorities may raise concerns about the potential impact on competition. These concerns typically focus on precise geographical markets and/or product markets. If the authorities raise concerns, negotiations follow, with the government and merging firms discussing whether modifications can be made to the merger to alleviate the government's concerns. They may discuss the merging firms selling certain operations (for example, if two merging oil companies own the only gas stations in a particular neighborhood, they may sell one to a competitor). They may also negotiate compulsory licenses, so that other firms are empowered to compete with the merged firms. In these cases, compulsory licenses are typically a less harsh remedy than the alternative of forcing the merged enterprise to divest its patent claims in a technology altogether.

Sometimes compulsory licenses are ordered to be issued to a specific firm. Sometimes they are ordered to be made available on a non-exclusive basis, so that they can be used by any potential competitor. 

Recent cases illustrate how common these licenses are:

Johnson & Johnson (2005): Johnson & Johnson sought to acquire Guidant, a medical device maker. Johnson & Johnson was required to grant to a third party a fully paid-up, non-exclusive, irrevocable license, enabling that third party to make and sell drug-eluting stents used in treating coronary artery disease. Only two companies sold these devices (Johnson & Johnson and Boston Scientific) and only three companies -- one of them being Guidant -- were positioned to enter the market. Of those three, only Guidant had the rights to use a patented delivery system employed by Johnson & Johnson and Boston Scientific. The merger fell apart for unrelated reasons. (By way of example, the agreement with the Federal Trade Commission also required J&J to sell off one product line (endoscopic vessel harvesting products) and end its agreement to distribute Novare Surgical System, Inc.’s proximal anastomotic assist device. 

Novartis AG (2005): To resolve overlaps for three generic pharmaceuticals that arose from Novartis AG’s acquisition of Eon Labs, Inc., Novartis was required to divest all the assets necessary to manufacture and market generic versions of the three drugs (desipramine hydrochloride tablets, orphenadrine citrate extended release (ER) tablets, and rifampin oral capsules) in the United States to a competitor, Amide. Novartis was required to provide supplies of two of the three drugs to Amide, until Amide obtained Food and Drug Administration (FDA) approval to manufacture the products itself.

Cephalon, Inc. (2004): Cephalon's proposed to acquire Cima Labs, Inc, a company that like Cephalon held patents on drugs that eliminate or reduce severe pain for chronic cancer patients. To gain approval for the merger, Cephalon was required to grant Barr Laboratories, Inc. a fully paid, irrevocable license to make and sell a generic version of Cephalon's breakthrough cancer pain drug, Actiq, in the United States.

Itron, Inc. (2004): Itron proposed to acquire Schlumberger Electricity, Inc., both of which had mobile radio frequency automatic meter reading technologies for electric utilities in the United States. To gain approve for the merger, Itron was required to grant a royalty-free, perpetual, and irrevocable license to Hunt Technologies, Inc. 

Chevron Texaco Corporation (2005): Chevron sought to acquire Unocal. To gain approval, Chevron was required to stop enforcing Unocal’s patents covering reformulated gasoline that complies with California Air Resources Board Standard. The merged companies were also required to drop all pending legal actions alleging infringement of the patents. The Federal Commission alleged that the merger would have put Chevron in an unfair beneficial position to sell this reformulated gasoline.

But the case turned on a previous effort by the Commission alleging that Unocal had abused its reformulated gasoline patents, mentioned below.

Pfizer (2000): Pfizer sought to acquire Warner-Lambert, another major drug firm. The merger was approved conditioned on several actions by the merging parties. Both firms were developing EGFr-tk inhibitors, drugs designed to treat solid cancerous tumors such as head and neck, non-small-cell lung, breast, ovarian, pancreas and colorectal cancers. Pfizer was required to turn over its technology and know-how to a development partner, OSI, so OSI would become a competitor. OSI gained worldwide rights to use Pfizer's technology. Pfizer was even required to pay the costs of OSI finishing clinical trials of an EGFr-tk inhibitor.
Novarits (1996): Ciba-Geigy and Sandoz -- two companies based outside of the United States -- sought approval to merge into the company now known as Novartis. Both of the merging companies held important patents on emerging gene therapies. As a condition of merger approval, the merged enterprise was required to license gene technologies to Rhone Poulenc, on a worldwide basis. It was also required to issue a non-exclusive worldwide license to an exceedingly broad-based patented invention, the Anderson patent, which covers the entire category of gene therapy treatment involving cell modification that takes place outside the body. Royalty rates ranged from 1 to 3 percent. 

Wesley-Jessen Corporation (1996): Wesley-Jessen Corporation, the leading maker of opaque contact lenses -- corrective or solely-cosmetic lenses that change the apparent eye color of the wearer -- sought to acquire its main rival, Pilkington Barnes Hind International. Wesley-Jessen was required to divest Pilkington Barnes Hind International's opaque lens business. It was required to license certain intellectual property rights to the acquirer of Pilkington Barnes Hind International's opaque lens business. 

The Wesley-Jessen case is interesting for the useful language it contains in ordering the compulsory license. Wesley-Jessen was required to issue to the company acquiring Pilkington Barnes Hind International's opaque lens business "a non-transferable, irrevocable, non-exclusive, royalty-free license under the patents listed in Appendix B of this Order to manufacture, import, offer for sale, use and sell Opaque Contact Lenses in the Licensed Territory."
Abuse of Patent Cases 

There are two main areas of U.S. abuse of patent cases resulting in compulsory licenses, although there are several others.

One involves non-compete agreements between brand-name and generic firms, in which the brand-name firm pays the generic company not to enter the market. 

This basic fact pattern was alleged in a case involving Galen Chemicals Ltd. (now known as Warner Chilcott) and Barr Laboratories (2005). The Federal Trade Commission alleged a payment to Barr to prevent generic competition for the ethinyl estradiol and norethindrone (Ovcon) oral contraceptive. Under the terms of a settlement, Warner Chilcott was required to waive the exclusive terms in its agreement with Barr -- enabling immediate generic competition. 

These facts were alleged in a case involving Abbott and Geneva Pharmaceuticals and a drug, Terazosin Hydrochloride (Hytrin), used to treat hypertension and enlarged prostates (2000). Under U.S. law related to generic entry, Geneva had a right to 180 days to be the first and only generic competitor on the market. To resolve the case, the Federal Trade Commission ordered that all generics be permitted to enter the market immediately -- this was effectively a compulsory license of Geneva's 6-month exclusivity period.

The second key area involves instances of industry standard-setting, where patent holders do not disclose that they hold patents that are necessary to carry out a particular proposed standard. Then, when the standard is established, the patent holder announces that no party can meet the standard without using their patented invention -- a position that obviously puts them in a very strong position to extract excessive payments from competitors.

One prominent case in this area involves Unocal and the reformulated gasoline patents mentioned above. In this case, Unocal urged the use of a standard in California, which would require gasoline be reformulated in a certain way to reduce pollution. According to government authorities, Unocal provided data to support this proposed standard, and suggested it would be a non-proprietary standard. Antitrust authorities say that Unocal hid the fact that it controlled key patents in this area. The Federal Trade Commission sought a compulsory license for all competitors in California, enabling them to use the Unocal patents on a nonexclusive basis, with zero royalty. Unocal fought this request very hard. It was ultimately resolved -- on terms sought by the government -- when Chevron purchased Unocal and received approval conditioned on the issuance of a nonexclusive license for the Unocal gasoline patents (2005). 

Another very long-running case involves Rambus, a computer technology maker. Rambus allegedly deceived a standard-setting body, the Joint Electron Device Engineering Council (JEDEC), which aimed as much as possible to avoid incorporating patented inventions in published standards. Rambus held or was seeking patents on four computer memory technologies that it allegedly did not disclose which JEDEC was developing standards for dynamic random access memory -- DRAM chips, widely used in personal computers, servers, printers, and cameras. After the standard was created, Rambus sought to enforce the patents it had concealed. In a final order issued in 2007, the Federal Trade Commission issued a compulsory order for the Rambus technologies, mandating that they be made available on a non-exclusive basis. It established royalty rates varying from .25 percent to .5 percent (and up to 1 percent in some cases). Dissenting commissioners argued that the royalty rate should have been zero. 
The U.S. Compulsory Licensing System for Agrichemical Test Data

Under the U.S. Federal Insecticide, Fungicide, Rodenticide Act (FIFRA), pesticide and agrichemical makers gain a 20-year period of protection for new pesticides and other agrichemicals authorized to be placed on the market. A new pesticide maker receives a 10-year period of marketing exclusivity. For the 10-year period afterwards, generic competitors may enter the market, contingent on paying the first company for the right to rely on the brand-name firm's test data, in order to gain marketing approval.
 This test data is comparable to clinical test data required to register pharmaceuticals. The period when generics must pay for the right to use the data can be considered a kind of compulsory licensing regime: generics have an absolute right to use data, but they must pay to do so. (After the 20-year period has lapsed, generic firms can freely enter the market, upon obtaining regulatory approval.)
The system works smoothly in the USA. After the expiration of an exclusivity period, generic entrants have an automatic right to use registration data. Disputes over compensation will not delay generic entrance, and are resolved while generic firms are on the market.

There are many interesting features of this system. Colleagues at Knowledge Ecology International and I have suggested that this approach may suggest a model of how to handle questions regarding demands for pharmaceutical clinical test data protection.
 It also contains interesting features worth considering for a robust compulsory licensing system for all patents, or patents in a particular area.
Under FIFRA, when a generic firm enters the market, the parties first seek to reach voluntary agreement over levels of compensation to be paid by the generic entrant. Disputes over the amount of compensation are handled by arbitrators, who conduct fact-intensive hearings that resolve cases much faster than would be achieved through the US court system. Arbitration decisions are final, cannot be appealed and are enforceable. 
FIFRA was adopted in 1975, and there is now a fairly significant body of published arbitration decisions relating to implementation of the law, which offers a minimal framework of guidance. These cases turn in part on the specific language of the US statute, but also demonstrate arbitrators’ best effort to work out sensible principles to guide the allocation of cost-sharing burdens. 
The basic idea is that a generic firm relying on a brand-name firm's test data should pay for some of the costs of developing the data -- what might be called a "cost-sharing approach." Under the U.S. agrichemical system, compensation is based on the actual costs incurred by the originator of the data in the development of data that is used to obtain registration.
 
The core of most arbitrated disputes is over which costs incurred by data originators are reasonably part of the registration process.
  
The debate over compensation presumes carefully documented disclosure of originators’ specific costs.
 Arbitrators generally look skeptically on cost estimates submitted by originators, as opposed to genuinely documented costs.
 
Arbitrators typically will reduce estimates, or substitute their own estimation of reasonable costs if no documentation exists.
 
In addition to determining costs, arbitrators frequently consider how to allocate costs, and whether costs should be adjusted. 
The allocation of costs issue generally turns on whether a generic entrant should pay an equal portion of the costs of generating the registration data, or whether it should it should pay a share reflective of its market share. Arbitrators have split over this question, but have trended to allocating cost based on the first of these methods, typically referred to as "per capita."

However, arbitrators typically are willing to look at whether reliance and use of the originator’s data enables generic entrants to enter all relevant markets. Generic firms are able to rely on the data to obtain marketing approval by U.S. federal authorities. But if they do not obtain actual copies of the data, they are not able to gain marketing approval in certain states – including California and Arizona -- which require generics to submit data, not just rely on data in the regulators’ file. Where generic firms are not able to enter these markets, arbitrators are willing to make an adjustment in the amount owed to the data originator.

Evolving U.S. Patent Policy
Over the past two decades, U.S. patent policy has shifted in a direction of what many consider to be excessive rights for patent holders. This is in considerable part because jurisdiction over patent cases is lodged in a specialized court, which has become very friendly to patent holders. In the last couple years, however, there have been some very important reversals, with possibly more coming. 

One recent, key U.S. Supreme Court case restricts the scope of what is patentable in the United States. Another specifies that the normal remedy in cases of patent infringement should be compensation, not injunctions. And the U.S. Congress is now considering legislation to limit the amount of compensation in patent infringement cases.

In KSR International Co. v. Teleflex Inc. (2007), the Supreme Court ruled that combination inventions had to satisfy a robust standard of obviousness. If each of two inventions are already known, the idea of combining them may well be obvious. The Court held, "The combination of familiar elements according to known methods is likely to be obvious when it does no more than yield predictable results." 

This holding does not relate directly to compulsory licensing issues, but to the standard of patentability in the United States. It has major implications. Josh Sarnoff, assistant director American University law school's intellectual property clinic, says the standard of obviousness is considerably tougher than the standard in India's patent law -- the provision challenged by Novartis in its litigation against India. More generally, the KSR case shows that U.S. patent law is evolving -- and in directions that give less power to patent holders.
In EBay Inc. et. al. v. Mercexchange, L.L.C (2006), the Supreme Court ruled that it should be considerably harder to obtain an injunction against an alleged patent infringer than had been the case. Instead of presumptively issuing injunctions, the Supreme Court ruled that courts must apply the traditional test for assessing whether an injunction should issue.
 Although this decision is just now beginning to be implemented, many commentators say it makes an informal form of compulsory licensing now the norm in the United States: parties may infringe patents, and pay compensation equivalent to the value of the patent they infringe. The EBay decision seems at least to have made this quasi-compulsory licensing a significant part of U.S. patent law, even if the contours are not yet clear.
 Finally, the U.S. Congress is considering patent reform legislation. One important element of the legislation addresses the issue of "apportionment." The legislative proposals -- which are likely but not certain to become law -- would require that compensation in cases of patent infringement typically be based on the value of the infringed patent, not the value of the product in which it is incorporated. A classic example is a patent on a steering wheel. Under the proposed legislation, compensation for infringing the patent would normally be based on the value of the steering wheel, not the car of which it is a part. A royalty rate might be established of 5 percent, say -- but this 5 percent should be applied to the value of the steering wheels, not the price of the cars.

To some extent, this legislative proposal reflects the evolving state of the law, but formalizing it in statutory language -- combined with the ruling in EBay -- would mean that infringing patents in the United States would, in many cases, become much less expensive. In this sense, it is reasonable to say that an informal system of compulsory licensing in most or many patent cases is now evolving. 
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