Hatch Waxman: A Work in Progress

Responding to the Conundrum: How to Encourage Innovative New Drugs While Reducing the Cost of Access(
Abstract

This paper explores The Drug Price Competition and Patent Term Restoration Act of 1984 and the amendment thereto as part of the Medicare, Prescription Drug, Improvement and Modernization Act of 2003. The development of the generic drug industry is analyzed in the context of the incremental development of legislation in response to the competing policy interests of the innovative manufacturers of pioneer brand-name drugs and the need to bring lower cost drug products to the market that are safe and efficacious. Hatch Waxman as enacted and/or as amended is an attempt to strike the right balance of meeting the public demand for lower price drugs while encouraging innovative new drugs. 

Introduction
Amongst the many conundrums in our free market economy is how to manage the normative challenge of providing at least a floor of social welfare while encouraging capital spending leading to innovation in biomedical research.

Biomedical research is enormously expensive and the costs grow exponentially. A parallel phenomenon is government, academia, and industry seeking to provide solutions  for the health and welfare of a public that ought to have an entitlement to therapeutic medicine and medical care when sick, together with prophylactic and diagnostic products.
 Personalized medicine, resulting from advances in functional genomics and new and increased use of lifestyle drugs that provide therapies ranging from male pattern baldness to erectile dysfunction, show the increasing expectations for a greater range of products. How to make them widely available has and continues to be a vexing problem as law and policy advance only incrementally. This process of incrementalism will probably continue because a complete overhaul of the system is beyond reasonable expectation.  

With more than 30 drug patents of the United States’ 57 largest-selling drugs scheduled to expire by 2008 (representing total sales of more than $60 billion), the stakes are high, for not only the generic and brand name manufacturers, but also the government developing the pertinent public policy.

On Dec. 8, 2003, President George W. Bush signed into law the Medicare, Prescription Drug, Improvement and Modernization Act (the “Medicare Act of 2003”).
  Along with the sweeping overhaul of many aspects of Medicare, this Act implemented significant changes to The Drug Price Competition and Patent Term Restoration Act of 1984 (“Hatch Waxman”).
 Enacted in 1984, Hatch Waxman provided the regulatory framework for what has become the incremental development of the generic drug industry, as we know it today. 

To some, generic companies are interlopers that have been allowed to create an industry based on political expediency. This is anathema to free market principals and contrary to government policy encouraging innovation. On the other hand, this generic industry is now experiencing competitive pressures from the pioneer patent holders, specialty pharmaceutical companies, and pioneer manufacturers’ licensees.  

Pre-Hatch Waxman

Prior to 1938 neither the Federal Drug Administration (the “FDA”) nor any other regulatory agency existed to protect the public from problems foreseen in a growing pharmaceutical industry selling prescription and over the counter drugs. The FDA and government regulations providing for health and safety in the drug industry were enacted by the Federal Food, Drug and Cosmetic Act (“FDCA”).


Under the FDCA, the FDA was empowered to monitor and review the safety of any “new drug” prior to sale and marketing.
 The FDCA required drug manufacturers to file a New Drug Application (“NDA”) detailing all information about the safety of each drug intended for sale. Once filed, the FDA would approve or reject the drug based on the information provided.
 

Information and research supporting an NDA is largely protected intellectual property in the form of trade secrets, technical information, and know-how, plus patents, patent applications, and more recently provisional patents. All of this is proprietary and is highly confidential. Patents, by their nature, allow the patentee to “exclude others” from using the patented intellectual property.
 Thus, others sat prohibited from accessing the data upon which an NDA was issued. Manufacturers, intent upon introducing a generic version of a licensed drug subsequent to patent expiration, had the same obligation as a pioneer manufacturer, i.e., conduct their own research and create their own data to support an NDA.

In 1952 the Durham –Humphrey Amendments to the FDCA were enacted (the “1952 Act”),
 providing the FDA with authority to determine which drugs must be sold by prescription as opposed to over-the-counter. Prior to the 1952 Act, this decision was in the hands of the manufacturer. Technically two drug companies could have had an NDA for the same approved product, one as a prescription and one as an over the counter equivalent.
 

Congress enacted amendments to the FDCA in 1962 adding a “proof-of-efficacy” requirement to the process of the NDA.
 This requirement applies to the original licensed manufacturer (“pioneer manufacturer” or the “innovator manufacturer”) to “bring forward substantial evidence that its product was effective for its intended use.”
 This was a direct response to the thalidomide crisis of the early 1960’s. Similarly there is presently a heightened national attention directed to issues of disclosure of all clinical trials, “reasonable price clauses,” to be inserted in NIH CRADAS, and allotments of vaccines; each, like the thalidomide crisis, results in a re-examination by Congress of the drug approval process.

There has been a continuum of law and regulation intended to increase the safety of licensed drugs. This generally results from rulemaking proceedings (notice in the Federal Register with a comment period and often time hearings) and/or new legislation. The common endpoint is generally increased safety and efficacy of licensed drugs. However, prior to the passing of Hatch Waxman there had been an unintended secondary effect. The drug manufacturer relying upon patented technology often had a reduced period to exploit the patented technology. 

To remedy this problem Hatch Waxman provided an extended period of time to maintain patent protection for drugs in order to compensate for the increased safety and efficacy requirements, which limited the actual time period available to the drug manufacturer to engage in drug sales relying upon the exclusivity provided by a patent.
 The pharmaceutical manufacturers expressed opposition to relinquishing this exclusivity period enjoyed prior to the 1962 amendments because now there was not only the vastly increased expense attributable to the FDA clinical trial process, but also a further diminution of the time within which the patent’s ability to generate revenue was available.
 

The increased requirements for obtaining an NDA pursuant to the 1962 amendments applied to generic companies as well as brand name manufacturers. No pioneer manufacturer would willingly provide a generic manufacturer with research and testing data, because it would mean that the generic could enter the market and the pioneer manufacturer would lose its exclusivity. There was no incentive to willingly relinquish data and give up exclusivity even after a patent expired especially because the pioneer manufacturers knew that refusal to provide the information would prevent or at least prolong competitors from entering the market. Furthermore, the FDA’s confidentiality policy restricted the generic manufacturers from obtaining the information from FDA records. Inevitably the generic manufacturers’ lack of resources and access to the pioneer manufacturers’ filed NDA, excluded the generic manufacturer from the market. 

“The 1962 Amendments” created another hurdle for the generics. Under the 1962 Amendments, any experimentation by generic companies was deemed to be “a violation of the patent laws in the guise of ‘scientific inquiry’ when that inquiry has definite, cognizable, and not insubstantial commercial purposes.”
 Any research, the end point of which was commercialization (i.e. the production of generic versions of drugs) violated the patent law. Thus, in addition to the de jure exclusivity the innovator manufacturers enjoyed as the patentee, there was also a de facto exclusivity for the not insubstantial period of time generic manufacturers would need to complete the complex research and development necessary for approval of an NDA. As a practical matter the generic manufacturer would be completely reliant on obtaining a license from the innovator manufacturer, but the innovative manufacturer would have no incentive to grant such licenses.
 

Patent law was not designed to provide exclusivity beyond the term of the patent.  Today, in the U.S., as in most countries, patent applications are published within 18 months of the filing date.
 Prior to 1974, even though the publication was made available, a generic manufacturer still had to conduct R&D on a generic version of a patented drug (the clinical trials are, very often the most expensive part of the whole process of the drug discovery and development process). Between 1962 and 1984, approximately 150 drugs went off-patent and there were no generic follow-on drugs. This resulted in a de jure and de facto right and ability to exclude. A combination of having to expend funds and undertake the same development program as the innovator manufacturer kept the generic manufacturer out of the market. The generic pharmaceutical trade groups began to intensively lobby Congress to do something responsive to the situation extant that banned lower priced generic versions of patented drugs, even after a patent term, unless the generics could obtain the benefit of the innovator’s development process.
 This led to the enactment of Hatch Waxman in 1984. 

Hatch Waxman—Did it Strike a Balance?


In 1984, Congress enacted Hatch Waxman with the intent, inter alia, to open up the market for products that were previously protected by patent and continued to be sold at high prices.
 The legislative intent of Hatch Waxman was to: balance the competing policy interests of manufacturers of “pioneer” brand-name drugs and those of the “generic trade group.” The intention was to maintain inducements necessary to keep the innovator manufacturers interested and enabling generic companies to bring lower cost generic products to market.
 Congress was convinced that the only way generics could come to market as safe and efficacious drugs was by allowing the generic companies to use not only the no longer protected patented technology but also allow references to the NDA of the pioneer drug manufacturer which demonstrated the safety and efficacy of the pioneer drugs to the FDA.

Hatch Waxman allowed generic manufacturers to file an Abbreviated New Drug Application (ANDA), a far less comprehensive and expensive process than the innovator manufacturer’s NDA. All the ANDA requires is that the generic company demonstrate that its product is “bioequivalent” to a referenced NDA’s brand name product.
 Proof of bio-equivalence for a drug is much easier to establish than the requirements for an NDA: i.e., the active (not inactive) ingredients must be proven “bioequivalent”
 by performing tests on twenty-four people exhibiting blood absorption rates within twenty percent of such rates exhibited for a “pioneer” brand named drug.
 

In addition, Hatch Waxman was a legislative reaction to case law. But for Hatch Waxman, the law would remain as enunciated in Roche Products, Inc. v. Bolar Pharmaceutical Co., 733 F.2d 858 (Fed. Cir.1984). In Roche, supra the Federal Circuit, on appeal from the United States District Court for the Eastern District of New York, (572 F. Supp 255 (E.D.N.Y. 1983)), held that:

 “Bolar’s intended ‘experimental’ use is solely for business reasons… Bolar’s intended use of [the drug is], to derive FDA required test data, is thus an infringement of the ‘053 patent. Bolar may intend to perform experiments but unlicensed experiments conducted with a view to the adoption of the patented invention to the experimentor’s business was a violation of the rights of the patentee to exclude others from using his patented invention.”
 

As a legislative response to Bolar type situations, Hatch Waxman defined the use by a generic manufacturer with the intention to file an ANDA of clinical information already in an NDA as a non-infringing use.
 Congress believed that this created an even playing field that would continue to provide sufficient incentives for pharmaceutical companies to invest in the R&D necessary for innovative and new technology.  This was also a basis to resist the demands by the public for price controls. 

The ANDA must reference the NDA of the patented drug listed in the Approved Drug Products with Therapeutic Equivalence Evaluations, which is generally known as the “Orange Book,”
 The Orange Book provides a list of the applicable patents to licensed drugs. In order to reference an NDA, the generic manufacturer must file one of four alternative certifications provided for under Hatch Waxman: 

· “Paragraph I Certification”- No patent in the NDA. This certification pertains to a drug listed in the “Orange Book” that does not have an accompanying patent as part of the NDA.  The FDA shall approve any ANDA making this certification.
 

· “Paragraph II Certification”- Term of patent(s) in NDA has expired. The certification covers an NDA that contains one or more expired patents. Again, FDA shall approve any ANDA making this certification. 
 
·  “Paragraph III Certification”- Patent(s) in NDA remains extant. This certification indicates that the generic manufacturer seeks ANDA approval after the applicable patent(s) expires. The FDA can only approve an ANDA with a Paragraph III Certification after all patent(s) in the NDA have expired.
 

· “Paragraph IV Certification”- Patent in NDA is alleged to be invalid or the generic equivalent product does not infringe. By using this certification a generic manufacturer can either challenge the validity of applicable patents in the NDA or certify that the generic equivalent product will not infringe any patent held by the pioneer drug company whose patent(s) is part of the NDA.
 The generic manufacturer contemporaneously with its Paragraph IV Certification must notify the innovator manufacturer that it is filing a Paragraph IV certification with its ANDA.
 

In response to the Paragraph IV Certification, the NDA holder or anyone else that is the owner of a particular challenged patent, may, in turn, challenge the Paragraph IV Certification by bringing a patent infringement action within 45 days.
 This immediately sets off an automatic 30-month stay of the FDA’s possible approval of the generic ANDA.
 Until the most recent amendments to Hatch Waxman in 2003 there could be successive 30-month stays .

Post-Hatch Waxman—The Balance was Wobbly

More generics, lower prices, no decline in innovation but timing issues delayed generics from reaching the market. 

Hatch Waxman accomplished its primary objective: to significantly decrease drug prices after patent protection of the brand name drug had expired.
 According to IMS Health (a Massachusetts research group that tracks the pharmaceutical industry), generics made up 52% of all prescriptions dispensed nationally in 2002. Prior to Hatch Waxman only 19% of prescriptions called for generic drugs.  Additionally, prior to Hatch Waxman, approximately 35% of pharmaceuticals with expired or invalidated patent had generic counterparts.
 Today, virtually all do.
 

180 day exclusivity

Under Hatch Waxman, as originally enacted, the first generic company that filed an ANDA obtained a period of 180 days during which it could exclude any other prospective generic market entrant from marketing the same generic product based upon the same pioneer drug.
 The 180 day exclusivity commenced upon a generic manufacturer’s first sale of the generic after receiving the FDA’s approval of its ANDA. However, under the original Hatch Waxman provision, if the generic company holding the exclusivity period never put the drug up for sale, all other generic manufacturers who have filed an ANDA for the same drug would be precluded from marketing another generic version of the same pioneer drug. Particular concern about such a situation arose if arrangements were made between an innovator manufacturer and the generic company to enter into a licensing agreement as part of the settlement of a lawsuit predicated upon invalidity or lack of freedom to operate.
 

Thirty month stay

In similar fashion, the 30 month stay ordered by the FDA upon the filing of a Paragraph IV Certification lawsuit had the result of substantially delaying the competitive marketing of a generic drug.
 The filing of the infringement suit triggers the “30 month stay” period. During this period the FDA cannot approve the ANDA until the earlier of: (1) the date the patent expires; (2) a court determination of non-infringement or patent invalidity; or (3) 30 months after notification to the patent holder of the Paragraph IV Certification.

There developed under Hatch Waxman a scenario for unlimited consecutive 30 month stays keeping generics from ever receiving ANDA approval. The 30 month stay results from the filing of an infringement suit by the original patentee within 45 days of the prospective generic manufacturer filing a Paragraph IV Certification. While Hatch Waxman requires all NDA applicants to list all patents that are part of an NDA for a pioneer drug in the “Orange Book”, it does not provide a mechanism for ascertaining the accuracy of the listing (i.e., perhaps not every patent listed in the NDA is necessarily listed in the Orange Book). 
  Therefore, several pioneer drugs may have several patents that are listed in the Orange Book, including invalid patents. 

 In Watson v. Henry Bristol Myers Squibb, 194 F. Supp. 2d. 442 (D.Md., 2001), Bristol Myers Squibb (“BMS”) held a patent on Buspar, a drug approved by the FDA in 1986. Danbury, a generic manufacturer, expressed interest in developing a generic version. Upon the approach of the expiration of the Buspar patent BMS listed a new patent in the Orange Book covering “a method of use covering, among other things, a method of using Buspar for all of its approved indications.” This prevented Danbury and any other generic company trying to produce a generic, from obtaining ANDA approval because the newly listed patent was not approaching expiration. 

Danbury filed a suit to overturn the FDA’s decision, and sought a mandatory injunction to delist the patent. The Court found itself without jurisdiction over this issue holding it was not the FDA or the courts position to decide the scope or validity of claims in a patent. Therefore the generic form of Buspar remained off the market. 

 Danbury had the option to file another Paragraph IV Certification challenging the newly listed patent. BMS could then file another infringement suit, triggering another 30 month stay to automatically be placed on an ANDA for a generic drug, obviously counterproductive to Danbury’s desire to sell and market a generic version of Buspar.
 The successive stays the pioneer manufacturer could automatically obtain barred or substantially delayed the generic manufacturer from getting its drug to market. Thus, Hatch Waxman generated substantial litigation amongst the innovator manufacturers and the generic manufacturers – both parties continuously had to balance the litigation costs against allowing for a new product. This was not the balance Congress sought to achieve by enacting Hatch Waxman.  

In response to the 20 year experience with Hatch Waxman, The Medicare Act of 2003 was enacted. This legislation takes one more incremental step towards achieving a fair balance and to prevent the parties from using a dependent variable to tip the scales in favor of one or the other. 
Amending Hatch Waxman After 20 Years – Timing Issues Are Clarified and the Parties Have More Information and Certainty for the Basis of Decision Making.

Hatch Waxman, as initially enacted, was a well intended effort to reduce the cost of medicine while maintaining open market conditions. However, a kind of subvention for the generic manufacturers was created. Accordingly, the Medicare Act of 2003 amended Hatch Waxman in order to further reduce entry barriers to bring more drugs into the pharmaceutical marketplace.
  Congress, for a perceived public benefit, added further regulation to what is already an oligopolistic industry with the ability to exclude others and maintain itself as a result of its innovative efforts resulting in patents.

As discussed above, Hatch Waxman was generating a cottage litigation industry and creating an uneven playing field amongst the generic manufacturers themselves. Much of the problem could be attributed to time periods that were either uneven, open-ended, and/or contained built in advantages at different times for the different parties. The thrust of the recent amendments is to equalize the effects of these different time periods within Hatch Waxman and to reduce the expensive, time consuming, and wasteful litigation they engendered. As opposed to permitting more than one 30 month stay per ANDA, the new law eliminates multiple 30 month stay periods by providing that ANDA applicants can only provide Paragraph IV Certification in respect of patents listed in the Orange Book at the precise time the ANDA was filed.
 The new law also prohibits the patent holders from obtaining more than one 30 month stay by including a different patent for a drug that is the subject matter of the ANDA.

The new law requires the ANDA applicant submitting a Paragraph IV Certification to provide notice of the underlying application to the NDA holder and patent owners within 20 days of the ANDA applicant’s receipt of notice from the FDA that its application has been filed. Previously, the law was silent as to when the ANDA applicant was required to give such notice so that the applicant could file its ANDA without immediately risking patent litigation. Such a provision provides a check on the activity of both sides.

Another change is that the ANDA applicant, in the absence of an infringement suit by the NDA holder, within the required 45 day period, may bring its own declaratory judgment action against the NDA holder.
 This avoids the ANDA applicant going through the entire process, receiving a license, and then upon the first sale getting embroiled in an infringement suit initiated by the pioneer manufacturer. This serves to even the playing field insofar as the ANDA applicant can better manage the risk of future uncertainties, such as litigation, while seeking FDA approval prior to its scale-up to manufacture and its incurring the expense of moving a product closer to market. This seems like a good idea. However, insofar as many of these situations are resolved by license agreements it may prove difficult for a patent holder to evaluate what is an appropriate royalty at such an early stage.

A further limitation to the declaratory judgment procedure within the Medicare Act of 2003 is that as a precondition of the ANDA applicant bringing suit is that it must lay open its confidential ANDA for a confidential review by the NDA holder and patent owners to determine whether to bring their own patent infringement suit. This confidential review can only be avoided if the ANDA applicant has made a Paragraph IV Certification based solely on invalidity of the pioneer patent.

No doubt, this provision will be tested in the Courts as the Medicare Act of 2003 limits jurisdiction of courts to entertain a motion for a declaratory judgment action “to the extent consistent with the Constitution.”
 Courts often decline to entertain declaratory judgment actions that do not present an actual case or controversy as required by the Constitution. The Court may take action sua sponte or upon the motion by non-movants.
The new law also permits the generic manufacturer to be more proactive in that the ANDA applicant may bring a counterclaim to mandatorily enjoin the NDA holder or patent owners to delete a patent from the Orange Book if the patent does not claim either the approved drug or an approved method of using the drug. Money damages, patent validity and/or freedom to operate are not decided upon such a counterclaim, just the delisting of the wrongfully listed patent.

180 day exclusivity

With respect to the 180 day exclusivity period, the amendments clarify that it does not begin until the first commercial marketing.
 This amendment allows an ANDA applicant to scale-up its manufacture of an approved drug without sacrificing part of the exclusivity period. The amendments further clarify that the exclusivity period begins upon the applicant’s commercial marketing of either the NDA product or the ANDA product. This subtlety addresses the situation in which a first ANDA applicant agrees to market the brand-name drug instead of its own ANDA product. 

The redefined exclusivity period is forfeited under the Medicare Act of 2003 if the first ANDA applicant does not market its drug within 75 days after of the ANDA approval.
 Similarly, the exclusivity period is forfeited if the first applicant’s ANDA is withdrawn or deemed withdrawn by the FDA for substantive reasons such as (i) the first applicant amends or withdraws its Paragraph IV Certification, (ii) the Orange Book listed patents expire, or (iii) the ANDA applicant is found to have entered into an agreement that violates the antitrust laws.

The new law further clarifies that if more than one applicant files a “substantially complete” ANDA for a previously unchallenged drug on the same day each shares the same 180 day exclusivity period, and it begins on the first day of marketing by one of the two applicants.
 This provision moots any question of which application was filed first on any particular day.

Agreements among ANDA applicants and brand-name drug companies or other ANDA applicants as to the exclusivity period, or the manufacturing, marketing, or sale of the brand-name or generic drug must be filed with the Federal Trade Commission and the Department of Justice within 10 days of execution.
 


Whether there will be less litigation and whether these amendments will result in a fairer system that does not allow parties to use the time periods built into the legislation primarily as a basis to obtain an unfair advantage in the marketplace will be seen over the course of the coming months and years and no doubt there will be incremental issues arising that require further legislative tweaking in the future. 

Has Hatch Waxman become moot as a result of “authorized generics”?

Authorized generics are the result of agreements in which a brand name manufacturer licenses to a generic manufacturer the use of its product same during another generic firm’s 180 day exclusivity period. In this way, the generic licensee is enabled to sell the innovator’s product and capture a large marketshare. The generic licensee can thus capture a significant percentage of the sales of the generic manufacturer during the 180 day exclusivity period. 

While some generic manufacturers have argued that authorized generics open new opportunities for all generic manufacturers to increase profits, they also undercut the 180 day period of exclusive sales and limit the incentive for generic companies to challenge patents under Hatch Waxman. This incentive to rush the generic into production seems to lessen as soon as there is more than one company seeking to market generics. 

The FDA has not provided an opinion regarding authorized generics. When brand name manufacturers stand to lose up to 80 percent of their market share for a drug within weeks of generic competition the number of authorized generics are likely to increase. . For example, in September 2004 generic firm Par Pharmaceutical launched an authorized version of GlaxoSmithKline’s antidepressant Paxil (paroxetine HCL), at the same time Apotex launched its generic version of the drug. Par, which projected Paxil sales of about $180 million in 2003, and cut Apotex’s profits on the drug roughly in half.
   

Authorized generics are not a per se violation of the antitrust laws. Some generic manufacturers would like to see the number of authorized generics eliminated and argue that they go against the intent of Hatch Waxman and recent amendments thereto. Generic manufacturers argue that they have to wage costly legal battles to introduce the first generic copy of a patented drug. If the generic manufacturer expects that it will have to compete with an authorized generic for market share, even during its 180 day period of market exclusivity the generic manufacturer may be less inclined to challenge brand name drugs that are coming off patent.
 On the other hand the generic drug industry has no right to exclude others and gets no free pass on avoiding market competition.

Possible solutions that have been suggested include delaying authorized generics until the actual 180 day period has expired or requiring brand name manufacturers that enter into authorized generic deals to reduce their own brand prices to generic levels. The latter would be antithetical to a system that does not permit price controls and would have the paradoxical result of creating a situation similar to that which exists when there are unlawful parallel imports.

Even large Pharma, which historically have been regarded as research-based, have their own generic subsidiaries today. For example, the Geneva Pharmaceuticals (now Sandoz, Inc.), one of the largest generic companies in the United States, is a wholly owned subsidiary of Novartis AG.
  
§ 6. Conclusion

The U.S. healthcare system is under close scrutiny as government tries to make more products available to a larger segment of society and do away with the oligopsony conditions prevailing for the most expensive products. Currently, 7,000 generic drugs are on the market. Twenty seven branded pharmaceuticals with sales valued at $37 billion come off patent prior to  2007.
 The enhanced availability of medical products, as a result of Hatch- Waxman, can not be underestimated. The pharmaceutical industry has so many peculiar economic subtleties not to mention the ever-increasing role of insurance companies taking a place in the decision making as to which drugs the public ought to use. In this context Hatch Waxman remains significant to the U.S. healthcare system in many important respects. The robust generic drug industry owes its very existence to Hatch Waxman, and consumers have benefited by access to lower costing alternatives. However, when a consumer purchases a generic form of a drug he or she believes that they are purchasing a clone of the original drug. This is not so. The generic must merely be bioequivalent and not exact. There are occasions when this can be of particular importance.
 
How much Hatch Waxman has been shored up by the recent amendments only time will tell. If litigation is reduced and companies come to have an increased certainty as to the issues that previously were murky at best, the amendments will have accomplished their goal. Whatever the result of the amendments, the generic drug industry is big and, in one form or another, it will only become larger particularly as the drug companies: (i) continue to focus only on blockbusters and license out product before the end of the patent term to specialty pharmaceutical companies; (ii) compete head on by starting their own generic subsidiaries; and (iii) react to the immense pressure to bring down the cost of prescription drugs in the U.S. while maintaining a free market without price controls. The growing emergence of “authorized” generics will have an effect upon the strategies employed by the original NDA holders and those applying for or having been granted an ANDA. All of this is juxtaposed against the political, economic, and social issues that permeate and have created this complex prescription drug industry in the U.S.
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