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The National Conference of State Legislatures is the
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legislators and staffWe promote policy innovation,
create opportunities for lawmakers to share knowledge
and ensure state legislatures have a strong, cohesive
voice In the federal system. We do this because we
believe In the importance of the legislative institution
and know when states are strong, our nation Is strong.
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Information on state R s
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related to continuity of B -~ o5

government, education,
fiscal, elections, criminal

. CORONAVIRUS
justice and more. NCSL Resources for States
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A FDA update on development of COMI®therapies and
vaccines
A Pharmaceutical industry response

A Generics and biosimilars industry response
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FDA UPDATE

Haley Nicholson
Senior Committee Director
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A Coronavirus Treatment Acceleration Program (CTAP): working on therapies as well as clinica
trial conduct, drug shortages, hand sanitizers, fraudulent activity, drug imports and
stakeholder engagement, among others

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

A This includes ultraapid interactive input, prioritizing products on their scientific merits

A CTAP 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 I\ NCS‘L
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A FDA 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

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

A Last month, the FDA and European Medicines Agency jointly chaired the first global
regulators meeting to discuss strategies to facility the development of a-GARS

vaccines |
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Resources:

Ahttps://www.fda.gov/drugs/emergencypreparedness
drugs/coronavirusovid19-drugs

Ahttps://www.ncsl.org/ncslin-dc/publicationsand-
resources/covidl9-daily-announcementdrom-federalk

agencies.aspx M NCSL
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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 A
OTHER RELEVANT ACTIONS

Anand Shah

Deputy Commissioner for Medical and Scientific Affairs
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NCSL Briefing:
Biopharmaceutical Industry Efforts to Combat
COVID-19
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How Industry is Working to Combat COVID-19

Developing Treatments and 4%\ .
% Vaccines 6 Partnerships

@ Monetary & In-Kind Support ‘O Supply Chain Integrity



DIAGNOSTICS

It's essential to know
who has been infected.

= Companies are accelerating the
development of diagnostic testing
capabilities to scale-up screening
and working in partnership with
governments and diagnostic
companies on existing screening
programs to supplement testing.

VACCINES

A vaccine would provide
a preventive approach
to beating COVID-19.

= Although vaccines can take lon
to develop than other treatmen
once enough people in a comm
are vaccinated, individuals are

protected and the community risl

EXISTING MEDICINES

Medicines approved for transmission is reduced. A variety
other diseases may have bmp.harm.aceutucal companies .

are taking different approaches to find
some benefit for patients

vaccine. More “shots on goal” will significe

with COVID-19. increase the chances of success.

= Researchers are testing
antivirals, antibiotics and other
medicines.

MANUFACTURING

= These medicines have the potential
to reduce the burden of COVID-19 on
hospitals by reducing the length and
severity of disease.

We are committed to manu

facturing these medicine:

making them available t
those who need them.

» We're ramping up output of «
medicines with demonstrate
benefit and investing in
infrastructure to accelerate

production of new treatments

NEW TREATMENTS

Various drugs are in
development, with some
entering human trials.

*Biopharmaceutical companies

planning and building manufacty
capacity without assurance medic
vaccine candidates will ultimately be

successful, to ensure that if one is, distri
can occur rapidly.

* Rezearchers are working on new
antiviral medications to interfere
with ways the virus infects cells
and repraduces.

r Antibody-based drugs may be able
to mobilize the immune system
against the virus.

= America's biopharmaceutical companies al

quickly to everyone who needs them.

ensuring that solutions can be made avails

Factors Contributing

to I ndustr
Response

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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Overview of the R&D Pipeline

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.

35 early phase trials
with small cohorts for
COVID-19 treatments

9 phase I/1l 26 phase /11 45 phase IV clinical trials
clinical trials clinical trials [Fost marketing studies of

an approved treament) Types of Therapies and Vaccines in Development for COVID-19

22 phase | clinical -
(as of April 8, 2020)

trials for COVID-19 78 phase Il 54 phase Il
frearment clinical trials clinical trials

Anti-inflammatory

Antiviral

Cell therapies
EARLY
PHASE Convalescent Plasma
RESEARCH
PROJECTS Genetic materials (Le. mRNA and DHNA)

Monoclonal antibodies

Protein vaccine

_ 2 phase Il Recombinant vector vaccine
4 phase | clinical trials
for a preventative
48 pre-clinical trials for waccine
COVID-19 vaccines with many 1 phase /1l
expected to move to phase lin clinical trial
spring/summer 2020

clinical trials for
a preventative
vatcine

TE vaccine
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Timeline for a COVID-19 Vaccine

o [t will take a minimum of 18 -24 months for potential FDA approval of a COVID -19 vaccine 1
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

e Some approaches offerspeed T knowing the virusodos genetic s
synthesize and scale up production of a RNA vaccine in a matter of weeks

e Some approaches can boost the impact of a potential vaccine I adjuvants can boost the
Immune response and minimize amount of vaccine needed

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

Companies

A Companies report substantial data on potential A FDA is working with individual companies to
shortages to FDA and they work closely with the facilitate ramping up manufacturing  to
agency to prevent and mitigate shortages address surges in demand and expediting

A Companies have robust inventory management approvals of changes in the drug supply chain

systems that include: A FDA is working closely with companies to

(i Data on anticipated demand reflecting historical expedite development and availability of
demand and supply data COVID-19 treatments and vaccines , including

(i Risk management plans that address additional or helping companies to leverage scientific and
alternate manufacturing sites, inventory reserves, clinical trial data from the United States and
and/or a range of global external suppliers other countries

U Logistics planning to ensure continuity in shipping of
supplies



Resources for You and Your
Communities




950+

STl i (TS SIS 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.
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