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Sec. 5(d) Revision of DOJ-USPTO-NIST 2019 Joint Policy Statement on FRAND Remedies 

Calls for Commerce and Justice to review the Policy Statement on Remedies for Standards-
Essential Patents Subject to Voluntary F/RAND Commitments that the Department of Justice, 
the Patent and Trademark Office, and the National Institute of Standards and Technology 
issued December 19, 2019.  The Executive Order seems to presume SEPs’ likelihood to 
produce inordinate market power, with access to the panoply of remedies leading to 
anticompetitive conditions and prone to abuse.


The 2019 Joint Statement clarifies that standard-essential patent owners do not lose 
fundamental rights of exclusivity and thus may obtain injunctive relief and other patent 
enforcement remedies against infringers.  It says, in part:  “All the remedies that may apply in a 
given patent case include injunctive relief, reasonable royalties, lost profits, enhanced damages 
for willful infringement, and exclusion orders issued by the U.S. International Trade 
Commission.  These remedies are equally available in patent litigation involving standards-
essential patents.”  The three agencies jointly withdrew from a 2013 version that unreasonably 
constrained SEP patent rights to the point it effectively reduced SEPs to a compulsory license.  
The E.O. appears intended to restore a policy similar to the 2013 Joint Statement, weakening 
patent rights and leaving SEP owners with fewer. less effective remedies.


Sec. 5(i)(v) Report on Ensuring That IP Does Not Reduce Certain Agricultural Competition 

Directs USDA to report to the White House Competition Council any “relevant concerns” and 
policy recommendations regarding ways the intellectual property system “unnecessarily 
reduce[s] competition in [agricultural] seed and other input markets.”  This order relates to 
property protections secured by the Patent and Trademark Office or the Department of 
Agriculture’s Plant Variety Protection Office.  The investigation into anticompetitive results that 
leads to the report and recommendations appears to be aimed at agricultural biotechnology, 
such as genetically modified seeds and new plant varieties.  Investigators will examine how the 
IP system enables the use of IP exclusivity to quash competition in this ag market.  This could 
lead to diminished IP rights for certain university patents, biotech startups, and prospective 
M&A activity in this market segment.


Sec. 5(p)(vi) Review of How the IP System “Unjustifiably” Delays Generic and Biosimilar 
Drugs 

The Food and Drug Administration is directed to identify and report to USPTO ways the patent 
system facilitates unjustifiable delays in market entry for generic drugs and biosimilar products.  
This appears to target the Hatch-Waxman Act and the Biologics Price Competition and 
Innovation Act, which provide abbreviated pathways for generic chemical entities and 
biological entities, respectively, to gain FDA approval.  These laws respect and balance the IP 
exclusivity of the brand product, whose innovation paved the way for the new therapy, with 
earlier market entry for generic competitor products.  A conflation of exercising IP exclusivity 
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with “unjustifiable” diminished competition in biopharma markets could disrupt the statutory 
balance and reduce the risk-and-reward incentives for biopharma innovation.


Sec. 5(r)(ii) Not Finalizing Bayh-Dole Act March-In Rights and Product Pricing Rule 

Directs NIST to “consider” not proceeding to finalize the part of its rulemaking that pertains to 
Bayh-Dole in the Return on Investment Initiative.  The E.O. specifies of the "Rights to Federally 
Funded Inventions and Licensing of Government Owned Inventions” proposed rule “any 
provisions on march-in rights and product pricing.”  This was the most remarked-upon 
provision of the regulatory proposal during public comment periods.  Not including this aspect 
in the final rule would leave the debate over Bayh-Dole’s march-in provision unaddressed.  The 
law, which governs IP rights of federally funded research and awards all such rights to the 
institution (typically a university), provides the U.S. government a license to any invention it 
funds, and it also contains exceedingly few grounds for the government’s exercising march-in 
on a grantee’s IP.  None of the avenues for march-in includes anything related to price of the 
resulting product.  Advocates have filed numerous petitions urging the government to use 
march-in on high-priced brand medicines.  Bipartisan administrations have uniformly declined 
to do so because the statute does not provide price as a reason.  Those march-in advocates 
fear that the final rule would outright bar or make it exceedingly difficult for the government to 
consider price in the future under Bayh-Dole.  The focus of the E.O.’s directive makes it unlikely 
that NIST will not go further than merely “consider” not including this provision in its final rule.
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