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believe in the importance of the legislative institution 
and know when states are strong, our nation is strong.
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fiscal, elections, criminal 
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Á FDA update on development of COVID-19 therapies and 
vaccines

Á Pharmaceutical industry response
Á Generics and biosimilars industry response



FDA UPDATE

Haley Nicholson
Senior Committee Director
Health and Human Services
NCSL State Federal Affairs
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ÁCoronavirus Treatment Acceleration Program (CTAP): working on therapies as well as clinical 
trial conduct, drug shortages, hand sanitizers, fraudulent activity, drug imports and 
stakeholder engagement, among others

ÁWith CTAP, triaged requests from developers and scientists that are working develop or 
evaluate new therapies

ÁThis includes ultra-rapid interactive input, prioritizing products on their scientific merits

ÁCTAP support includes redeployed medical and regulatory staff, redeployed medical, 
operations and policy staff, all helping to streamline processes for developers and scientists 
as well as health care providers and researchers
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ÁFDA has been working with companies to identify potential new treatments with 284 
clinical trials underway, along with 10 therapeutic agents in active trials and another 
15 in planning stages

ÁFor vaccine development, the FDA has been able to help accelerate development 
timelines to enter into clinical trials in humans as quickly as possible

ÁLast month, the FDA and European Medicines Agency jointly chaired the first global 
regulators meeting to discuss strategies to facility the development of a SARS-CoV-2 
vaccines
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Resources:

Áhttps://www.fda.gov/drugs/emergency-preparedness-
drugs/coronavirus-covid-19-drugs

Áhttps://www.ncsl.org/ncsl-in-dc/publications-and-
resources/covid-19-daily-announcements-from-federal-
agencies.aspx

https://www.fda.gov/drugs/emergency-preparedness-drugs/coronavirus-covid-19-drugs
https://www.ncsl.org/ncsl-in-dc/publications-and-resources/covid-19-daily-announcements-from-federal-agencies.aspx


FDA UPDATE ON THERAPIES, VACCINES AND 
OTHER RELEVANT ACTIONS

Anand Shah
Deputy Commissioner for Medical and Scientific Affairs
Office of the Commissioner
U.S. Food and Drug Administration





NCSL Briefing:
Biopharmaceutical Industry Efforts to Combat 
COVID-19
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How Industry is Working to Combat COVID-19
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Developing Treatments and 

Vaccines
Partnerships

Monetary & In-Kind Support Supply Chain Integrity



Factors Contributing 
to Industryôs Quick 
Response
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Armed with experience garnered from 

previous outbreaks and a vast 

storehouse of knowledge about 

infectious diseases like influenza, 

malaria and HIV, researchers are 

working to develop and deliver 

diagnostics, treatments and vaccines to 

save lives and restore the rhythms of 

daily life for billions of people.
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As of April 8, 2020, of the more than 300 global clinical trials for COVID-19 treatments and 
vaccines, more than 40 of these trials are taking place in the United States. 

Overview of the R&D Pipeline



Timeline for a COVID-19 Vaccine

It will take a minimum of 18 -24 months for potential FDA approval of a COVID -19 vaccine ï

this is significantly less time than it took previously without compromising safety

o In 2003, it took 20 months from sequencing SARS to the first human study of a vaccine

o Today, less than 4 months from sequencing COVID-19 to the first human study of a vaccine

Some approaches offer speed ïknowing the virusôs genetic sequence, companies can 

synthesize and scale up production of a RNA vaccine in a matter of weeks

Some approaches can boost the impact of a potential vaccine ïadjuvants can boost the 

immune response and minimize amount of vaccine needed

There is a high failure rate ïOnly 5-10% will succeed, meaning we need lots of shots on goal
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Ensuring Continuity in the Drug Supply Chain
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Companies FDA

ÅCompanies report substantial data on potential 

shortages to FDA and they work closely with the 

agency to prevent and mitigate shortages

ÅCompanies have robust inventory management 

systems that include:

üData on anticipated demand reflecting historical 

demand and supply data 

üRisk management plans that address additional or 

alternate manufacturing sites, inventory reserves, 

and/or a range of global external suppliers

üLogistics planning to ensure continuity in shipping of 

supplies

ÅFDA is working with individual companies to 

facilitate ramping up manufacturing to 

address surges in demand and expediting 

approvals of changes in the drug supply chain

ÅFDA is working closely with companies to 

expedite development and availability of 

COVID-19 treatments and vaccines , including 

helping companies to leverage scientific and 

clinical trial data from the United States and 

other countries
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Resources for You and Your 
Communities
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What is 
MAT?

The Medicine Assistance Tool (MAT) is a web platform 
designed to help patients, caregivers and health care 
providers learn more about some of the resources available 
to assist in accessing and affording medicines.

950+
Public and private programs


