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New Bill Would Bar Quick Generics Approval For PTAB Users 

By Bryan Koenig 

Law360 (June 14, 2018, 3:54 PM EDT) -- Generics and biosimilar drugmakers who challenge brand 
patents at the Patent Trial and Appeal Board would be effectively closed off from accelerated approval 
pathways under a bill introduced Wednesday by U.S. Sen. Orrin Hatch, R-Utah, who co-authored the 
original law that enabled sped-up generics approvals. 
 
Hatch characterized his proposed tweak to the Hatch-Waxman Act as restoring equilibrium to the 
“careful balance” of that statute: the 1984 law allows generics makers to rely heavily on the U.S. Food 
and Drug Administration's safety and efficacy findings for the original branded drug, while also allowing 
brand makers to automatically invoke 30 months of guaranteed exclusivity for their products simply by 
filing a patent infringement lawsuit against any generics applications. 
 
“In recent years, however, the availability of an alternative path to challenge patents, known as inter 
partes review (IPR), has threatened to upend the careful Hatch-Waxman balance. IPR, which was 
created primarily in response to the problem of patent trolling, is a faster, cheaper way to challenge 
patent validity than traditional litigation,” Hatch’s office said Wednesday in announcing the filing of the 
amendment dubbed the Hatch-Waxman Integrity Act of 2018 
 
“Although IPR has proved enormously beneficial to the tech community, it has had the unintended 
consequence in the drug development space of enabling companies to put added litigation pressure on 
drug innovators above and beyond what Hatch-Waxman already provides, and to bring a follow-on 
challenge to a drug patent even after losing in Hatch-Waxman litigation,” the announcement said. 
“These results have altered the playing field in ways that run counter to Hatch-Waxman’s intended 
purpose.” 
 
Hatch’s proposed fix would essentially give generics makers, and those seeking to make “biosimilar” 
versions of branded biologic therapies — which are grown in a lab, rather than being chemically 
synthesized — a choice between Hatch-Waxman challenges and the PTAB challenges created by the 
2012 America Invents Act. That act facilitates challenges not in front of a lay judge or jury but in front of 
administrative judges with extensive technical backgrounds who must issue decisions within a year. 
 
The choice would come up when brand, generics or biosimilar applicants seek FDA clearance on 
“abbreviated” pathways allowing the use of at least some studies performed by others, a process that 
requires the company to make certain certifications to the agency. Hatch’s amendment seeks to add 
another certification to that process, where applicants would have to state that they haven’t used the 
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America Invents Act’s inter partes review or post-grant review processes for patents related to that 
therapy, and will not use those processes in the future. 
 
Hatch’s amendment would also bar brand and generics abbreviated pathway applicants from relying “in 
whole or in part” on PTAB decisions from post-grant review or inter partes review proceedings. 
 
“In practice, this would typically be a certification that the applicant is not relying on an IPR or PGR 
determination in its certification that the relevant listed patent is ‘invalid or will not be infringed by the 
manufacture, use, or sale of the new drug,’” on which the generics or abbreviated brand application is 
filed, Hatch’s office said in a fact sheet. 
 
Additionally, the amendment seeks to prevent hedge funds and others from “the relatively novel 
practice” of using the inter partes review process to profit by timing a patent challenge to a short on the 
patent holders' stock. It would treat short selling a company’s stock within 90 days before or after filing 
an inter partes review on a patent held by that company as a “manipulative or deceptive device” barred 
by the Securities Exchange Act. 
 
The PTAB has come to represent an important avenue for challenging drug patents. For instance, 
petitions challenging biologic and pharmaceutical patents accounted for 13 percent of all petitions 
received by the board between Oct. 1, 2017 and Feb. 28, according to the board's figures. 
 
Vouching for the continued right to use inter partes review proceedings is a trade association for 
generics drugmakers, the Association for Accessible Medicines, which was formerly known as the 
Generic Pharmaceutical Association. 
 
The group argues that Hatch-Waxman and inter partes review proceedings “serve two different but 
equally vital functions, and Congress intended to make both systems available.” Tweaking the inter 
partes review process, according to the AAM, would undermine it and allow brand companies “to use 
the patent system to extend their monopolies well past congressional intent.” 
 
The group further argues that inter partes review proceedings represent challenges to a tiny fraction of 
the overall number of enforceable patents in the United States — it counted 7,686 such petitions filed 
since the process was created, compared with 2.5 million patents it said are currently enforceable. 
 
In a statement to Law360 on Thursday, a trade association for brand makers — the Pharmaceutical 
Research and Manufacturers of America or PhRMA — welcomed the amendment. 
 
"Requiring innovative companies to defend patents in multiple venues under different standards, and 
with procedural rules that are less fair to patent owners than a federal court, creates significant business 
uncertainty for biopharmaceutical companies," according to the group, which argued that Hatch-
Waxman should be the only means by which generics patent disputes should be resolved.  
 
Hatch introduced his amendment a day before the Senate Judiciary Committee, on which he sits, 
approved another measure on a 16-5 vote called the CREATES Act. Introduced by the committee’s 
ranking Democrat, Sen. Patrick Leahy of Vermont, that bill would give generics and biosimilar makers 
the right to sue brand makers who try to deny them access to drugs and biologics needed to create 
copies — brand makers often do so by invoking procedures aimed at keeping drugs from being abused. 
    
 



 

 

--Additional reporting by Michael Macagnone. Editing by Dipti Coorg. 
 
Update: This story has been updated to include comment from PhRMA.  
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