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¡ Like  most “property”, IP is exclusionary by 
design
§ Art. I, Sec. 8, Cl. 8

¡ Ability to exclude competitors creates 
financial incentives to innovate

¡ But exclusion also prevents broad access to:
§ Products (by consumer)
§ Production (by competitors)
§ Research materials, methods (by researchers)



¡ Stronger IP (patent) protection
à greater incentives to create
àbut less access to the results
§ Scherer, 1993; Rai, 2001; Grabowski, 2002; Landes & 

Posner, 2003; Outterson, 2013; Hemel & Ouellette, 2019

¡ Alternate framing: static (access) v. dynamic 
(innovation) factors:
§ Static à availability/allocation of resources given 

existing IP entitlements
§ Dynamic à generation/creation of new resources



¡ IP strength
§ Duration, eligibility, enforcement, remedies, etc.

¡ Supplier subsidy
§ grants, prizes, tax incentives
§ Ex ante or ex post rewards

¡ Making “bigger pies” [?]



¡ Market/Price - default
¡ State interventions

§ Demand side subsidy (e.g., 
CMS)

§ Supply side (reduce IP 
strength)
▪ Compulsory lic.
▪ March-in/Govt use
▪ Exceptions and limitations



¡ Easterbrook (1992)
§ “An antitrust policy that reduced prices by 

5 percent today at the expense of 
reducing by 1 percent the annual rate at 
which innovation lowers the cost of 
production would be a calamity. In the 
long run, a continuous rate of change, 
compounded, swamps static losses.”

¡ Hughes et al (2002) -- model eliminates 
all pharma patents
§ Every $1 in consumer benefit from 

greater access to current stock à $3 loss 
from future innovation



¡ Increasing IP policy strength 
§ Increases innovation incentives (to a point)
§ Decreases access 

¡ Ensuring minimum access levels can be 
achieved by adding subsidies
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¡ Crisis (pandemic, war, natural disaster, etc.) 
introduces shock to system

¡ Minimum socially acceptable access increases
§ Greater need for vaccine, drug, equipment, etc.



¡ When minimum access requirement is increased:
▪ Reduce IP strength or
▪ Pay Access subsidy

§ Restore Innovation to prior level by paying greater 
subsidy 

¡ In both cases, more is required than under 
ordinary circumstances
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¡ Access
§ Compulsory license for 

manufacture of replacement 
parts

¡ Innovation
§ Reasonable royalty (infringer)
§ Reasonable royalty (state)
§ Tax benefit (state)



¡ Access
§ Compulsory license for 

manufacturing of approved therapy
§ Procurement subsidy

¡ Innovation
§ Conditional Prize/Grant (state)
§ Buyout (state)
§ Reasonable royalty (infringer)
§ Reasonable royalty (state - 1498)
§ Tax benefit (state)



¡ Shadow of state intervention can motivate 
private ordering

¡ Voluntary commitment of crisis-critical IP



¡ IP strength and subsidies should be considered 
part of the same policy toolkit 

¡ In a crisis, to address increased Access 
requirements:
§ Reduce IP strength (and make-up thru subsidy) or
§ Increase user subsidy and retain high IP strength
§ measures can be temporary, reducing long-term 

impact on innovation



Jorge L. Contreras
University of Utah
S.J. Quinney College of Law and School of Medicine
Salt Lake City, Utah
jorge.contreras@law.utah.edu
SSRN: http://ssrn.com/author=1335192

mailto:jorge.contreras@law.utah.edu
http://ssrn.com/author=1335192


COVID-19 Drug and Vaccine Access and 
Development

Patricia J. Zettler, JD
Micah L. Berman, JD

Efthimios Parasidis, JD, MBE



2



3
3



4

Emergency Use Authorizations (EUAs)
• U.S. Secretary of the Department of Health and Human 

Services determines that there is a public health emergency 
or threat 

• “It is reasonable to believe” “the product may be effective”

• FDA may impose restrictions on products issued EUAs (e.g., 
on what groups of patients may be administered the 
products or to require info collection)

• EUAs are time-limited

• FDA may revoke or revise

21 U.S.C. § 360bbb-3
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Special Considerations for Vaccines
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Recommendations include . . .

• Clear, accurate communication
• Proactive transparency
• FDA independence

• For EUAs:
• Issue EUAs judiciously
• Consider routine patient registries
• Active review of issued EUAs
• Decline to issue EUAs for vaccines (and if 

issued, limited to high-risk populations)
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Contact Information:
Patti Zettler
Email: zettler.25@osu.edu
Twitter: @pzettler

https://www.publichealthlawwatch.org/covid
19-policy-playbook


