
History, Legislative Innovation, and Future Pandemics

Dan Kracov

Arnold & Porter

Food and Drug Law Journal 2020 Symposium

November 12, 2020



The views expressed in this Symposium are those of 
the author, and do not necessarily reflect the views of 
Arnold & Porter or any client of the firm.

2



3



4



5



“It is currently impossible to predict the 
emergence of a future pandemic other than to 
strongly suspect that one will eventually 
occur, or to predict when or where a future 
pandemic will occur, what subtype it will be, 
and what degree of morbidity and mortality it 
will produce….” 

“Thus, it is essential that while carefully 
monitoring current and identifiable risks, 
pandemic prevention strategies must also be 
based on expecting the unexpected and being 
capable of reacting accordingly.”

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2504708/
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Filling the Gaps in Pandemic Preparedness

Given the uncertain biological 
attributes of future pandemic 
pathogens, as exemplified by the 
aerosol nature of SARS-CoV-2 
transmission, a future pandemic 
– or bioterror threat -- may place 
an even greater premium on the 
availability of effective 
diagnostics, prophylactics and 
treatments -- at large scale -- at 
the earliest stage of a pandemic. 

➢How many lives, jobs, and businesses would 
have been saved if we had already developed 
and stockpiled vaccines and/or therapeutics 
that had effectiveness against a range of 
coronaviruses?  

➢What would have happened if massive 
diagnostic testing had been available virtually 
immediately, instead of the deep problems 
seen in national coordination in the COVID-19 
pandemic? 

➢What if the next epidemic or pandemic is 
bacterial in nature, and we are still struggling 
to create a system that produces clinically 
meaningful new antibiotics?
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“The cow-pock - or - the wonderful effects of the new inoculation” Gillray, James, 1756-1815, artist Library of Congress
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https://www.loc.gov/item/94509853/


Dr. James Smith 
Rembrandt Peale

Baltimore Museum of Art 10



“…the genuine Vaccine Matter shall be 
furnished, at all times, from this Institution, to 
any Surgeon or Surgeons Mate, in the service of 
the United States; or to any Person, applying for 
the Same by Post, from the District of 
Columbia, free of any Expence, postage having 
been paid. Whenever required, sufficient 
directions, also, shall accompany each portion of 
the Matter; so as to put it, in the power of any 
intelligent person, to use it, with safety, & to 
conduct the whole process of vaccination, 
without danger and with every Certainty of 
Success.”

Letter from James Smith to James Madison, (June 18, 1809) 
(https://founders.archives.gov/documents/Madison/03-01-02-0281).
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Vaccine Act of 1813
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https://www.carolana.com/NC
/Towns/Tarboro_NC.html

The Tarboro Tragedy
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Legislative Innovation
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https://www.nih.gov/about-nih/what-we-do/nih-
almanac/joseph-james-kinyoun-md 16
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Suzanne White Junod,PhD, 
Biologics Centennial: 100 Years of Biologics Regulation  
https://www.fda.gov/files/Biologics-Centennial--100-Years-of-Biologics-Regulation.pdf

https://en.wikipedia.org/wiki/Jim_(horse)

Biologics Control Act of 1902 (Virus-Toxin Law)
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Federal Food, Drug, and Cosmetic Act

https://www.fda.gov/about-fda/fdas-evolving-regulatory-powers/part-ii-1938-food-drug-
cosmetic-act
https://en.wikipedia.org/wiki/Elixir_sulfanilamide
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Source: FDA
https://www.fda.gov/consumers/consumer-updates/kefauver-harris-amendments-revolutionized-drug-development

1962 Kefauver-Harris Amendments
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“The regulations and the government shepherding of the drug 
business did what the free market had failed for at least sixty years 
to do -- it weeded out the brutal, the stupid, and the needless that 
prevented the pharmaceutical industry from becoming a great 
engine of discovery and sales.  The tough markets had prevented 
companies from carrying out expensive and detailed research.  The 
laying down of the scientific standard came first, and the creation 
of the modern pharmaceutical industry followed.  A scientific 
standard, administered by somebody outside industry itself, was 
the essential ingredient.”

P. Hilts, Protecting America’s Health: The FDA, Business, and One Hundred Years of Regulation (Knopf (2003)) at 106-107.
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Incentives, Pathways, and Mechanisms

GOVERNMENT 
FUNDING, 

COLLABORATIONS, 
AND STOCKPILING

COVERAGE AND 
REIMBURSEMENT 

MECHANISMS AND 
PREFERENCES

PATHWAYS AND 
PROGRAMS

EMERGENCY USE 
AUTHORIZATIONS, 

ANIMAL RULE, EXPEDITED 
PROGRAMS, LPAD, PREP 

ACT IMMUNITY, ETC.

GENERATING 
ANTIBIOTIC 

INCENTIVES NOW 
(GAIN) ACT

HATCH-WAXMAN 
BPCIA, AND 
PEDIATRIC 

EXCLUSIVITIES

MATERIAL THREAT 
MCM AND TROPICAL 

DISEASE PRIORITY 
REVIEW VOUCHERS

ORPHAN MARKET 
EXCLUSIVITY
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Future Pandemics
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“Looking at lessons 
learned from the 
COVID-19 crisis, 
many of the 
challenges Congress 
has worked to 
address during the 
last 20 years still 
remain. Additionally, 
COVID-19 has 
exposed some gaps 
that had not been 
previously 
identified.”
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Proposal: Customized Incentive Models/RFPs 

• The problems emerging in the COVID-19 pandemic add to existing factors suggesting that we need 

more powerful push and pull incentives for public health countermeasure technology development. 

• Unlike existing non-patent incentive frameworks, which provide a meaningful but largely generalized 

approach to incentivization across a range of disparate products, one potential approach to addressing 

these needs is to go beyond existing measures to create and offer customized “Incentive Models” that 

are tailored to clearly identified countermeasure development and stockpiling goals and offer a 

customized set of push and pull incentives tailored to the particular preparedness need or goal.  

• Incentive Model RFPs, either via authorization and appropriations associated with the enabling 

legislation or a subsequent, fast tracked congressional approvals, could be responded to by individual 

companies or collaborative groups, who would then be awarded various Incentive Model benefits 

upon the achievement of specific milestones.  
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In addition to funding and stockpiling, and existing incentives, Incentive Models 
could draw from a rich history of legislative and academic proposals framing a 
variety of “push and pull” incentives, including:

• Mechanisms for strongly incentivizing voluntary, pre-competitive collaboration across life sciences companies, which 
could help optimize research and development on future pandemic treatments or tools, such as surveillance systems and 
databases, and prevent siloed or duplicative research efforts. 

• Awarding “wild card” or tradable exclusivity vouchers that can extend the existing patent life or exclusivity of a new 
product in return for successful efforts to develop important countermeasures for diseases of pandemic concern.  

• Exclusivity incentives to spur research to demonstrate whether old drugs lacking intellectual property protections can 
be repurposed for emergent disease uses. 

• Government program add-on payments and subscription approaches that may encourage the development and 
appropriate use of “dual use” products needed for conventional healthcare settings, with surge and stockpiling capacity 
for emergencies. 

• Financial incentives for maintaining sufficient domestic, advanced, on demand, manufacturing capacity for key public 
health countermeasures, such as through tax and other incentives.

• Market entry rewards -- potentially in the billions -- for drug, biologic or device developers that achieve approval of a 
novel product meeting an important pandemic preparedness need.
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Ring-Fencing Pandemic Preparedness and 
Response Mechanisms
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Thank you!
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